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ADMINISTERED PRICES 


TUESDAY, MAY 17, 1960 
U.S. Senate, 


SuBCOMMITTEFE ON ANTITRUST AND Monopoty, 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:15 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver (chairman), Carroll, Hart, Dirksen, 
and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Donald 
P. McHugh, counsel; Horace L. Flurry, counsel; Peter N. Chumbris, 
counsel for the minority ; Nicholas N. Kittrie, counsel for the minority ; 
Philip R. Layton, assistant counsel; George E. Clifford, assistant 
counsel; Edwin D. Dupree, Jr., attorney; Lucile B. Wendt, attorney; 
Thomas C. Williams, attorney ; Dorothy D. Goodwin, attorney; Bush- 
rod Howard, attorney; Dr. John M. Blair, chief economist; Dr. E. 
Wayles Browne, Jr., economist; Dr. Irene Till, economist; Paul S. 
Green, editorial director; and Gladys E. Montier, clerk. 

Senator Kerauver. The committee will come to order. 

I have a brief statement. 

During the course of these administered price hearings concerning 
the ethical drug industry, it has become increasingly clear that the 
various forms of promotion of ethical drug products have a material 
effect on the share of the market that a drug manufacturer obtains. 

The record reveals that drug products are promoted in many ways— 
by personal calls upon doctors by detail men; by direct mail; and by 
advertisements in medical journals. In many cases the basis of the 
promotion is an article concerning the drug which has been published 
in a medical journal. Sometimes reprints of the articles are used; 
at other times the articles are merely cited to validate the promo- 
tional material. 

Knowing this, I was considerably disturbed when my attention was 
directed to the February 7, 1959, issue of Saturday Review in which 
appeared an article by Science Editor John Lear entitled “The Cer- 
tification of Antibiotics.” 

In this article there appeared the following statement regarding Dr. 
Henry Welch, an official of the Food and Drug Administration: 

Several prominent medical men directed my attention to a peculiar duality. 
Dr. Henry Welch (he holds a Ph. D. degree but is not a doctor of medicine) is 
the Director of the Division of Antibiotics of the Food and Drug Administration. 


In that post he is responsible for regulation of licensure and marketing of anti- 
biotics. Dr. Welch is at the same time paid for serving as editor in chief of 
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Antibiotics and Chemotherapy and Antibiotic Medicine and Clinical Therapy, 
two journals which derive substantial income from drug advertising and from 
sale of reprints of articles which drug houses habitually buy in many thousands 
of copies. Is this a proper relationship? Does it not raise a disturbing ques- 
tion of conflict of interest? 


The writer also disclosed that he had sought and obtained an inter- 
view with Dr. Welch. Concerning this, Mr. Lear wrote: 


Then, in private, I inquired for Dr. Welch’s views on a possible conflict of 
interest between his F. & D.A. job and his editorship of the two antibiotics 
magazines. I felt that I owed him utter frankness, so I told him it was said 
by some doctors that he, Dr. Welch, derived significant income from the two 
journals. 

“Where my income comes from is my own business,” he said sharply. This, 
I thought, was a rather extreme view for a man in public office to take. Appar- 
ently he had some second thoughts about it himself, for after a pause he added: 
“TI have no financial interest in MD Publications (the company that owns Anti- 
biotics & Chemotherapy and Antibiotic Medicine & Clinical Therapy). My only 
connection is as editor, for which I receive an honorarium. I enjoy editing 
those journals and I don’t intend to, give them up.” He didn’t volunteer the 
amount of the honorarium or indicate what share of his income it represented. 
Nor did he mention Medical Encyclopedia, which publishes the proceedings of an 
annual antibiotics symposium edited by Dr. Welch. I didn’t press him for the 
figures. Conflict of interest, if it exists, is a matter of principle. Was it possible 
for Dr. Welch to remove the prestige and authority of his office from what he 
said editorially? At least once that I knew of, his statements of general endorse- 
ment of antibiotic combinations had been reprinted and mailed out to doctors by 
a drugmaker along with ads for a particular combination drug and a drughouse 
medical director’s letter specifically linking Dr. Welch’s words to that one drug. 
When I mentioned this episode, Dr. Welch commented: “Lots of reprints of my 
papers have been sent out. That can happen to anybody’s reprints.” 

He said he had founded the first of the two journals in 1950 in order to provide 
a place where reports on the spectacular progress of antibiotic medicine could 
be published. Before he acted, he said, he had obtained the approval of the 
Commissioner of the Food and Drug Administration and the executive officer 
of the Department of Health, Education, and Welfare. He volunteered that 
the dual relationship had been under criticism several times in the past, and that 
on one occasion the drugmakers had started an investigation which he said 
was dropped after they scrutinized the record. “I know I’ve been criticized,” 
he said. ‘Anybody who ever tries to do anything is criticized.” 


Following the Lear article, we received information from many 
sources, including some prominent doctors, which not only seemed to 
confirm the substance of the statements made by Mr. Lear, but seemed 
also to add to their scope. 

(At this point in the proceedings, Senator Carroll entered the hear- 
ing room.) 

Therefore, on April 11, 1960, Dr. Welch was served a subpena duces 
tecum requiring the production of relevant documents wixich were in 
his possession or under his control in any capacity other than as an 
employee of the Government of the United States. 

On April 7, 1960, we had served MD Publications, Inc., of New 
York City, with a subpena duces tecum requiring the production of 
relevant documents concerning the services rendered by Dr. Welch. 

Shortly after the service of these subpenas, I was informed that 
Dr. Welch’s counsel, Mr. Michael F. Markel, of Markel & Hill, Wash- 
ington, D.C., had told subcommittee counsel that Dr. Welch was suf- 
fering from a serious heart condition and that he thought Dr. Welch’s 
condition might be aggravated if he were required to appear and 
testify about his commercial activities. 
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For this reason Mr. Markel was informed by letter dated May 5, 
1960, that, while Dr. Welch would not be required by a subpena to 
testify, he could testify if he chose; or, in the alternative, he could 
file a sworn statement. 

On May 12, 1960, subcommittee counsel received a letter from Mr. 
Markel with an enclosure dated May 11, 1960, addressed to him from 
Dr. John A. Reisinger, stating the opinion that it would be inad- 
visable to subject Dr. Welch to any emotional or physical strain. 

From an examination of the documents oe im response to the 
subpenas duces tecum it was learned that Dr. Felix Marti-Ibanez was 
the sole owner of MD Publications, Inc., and the coowner with Dr. 
Welch of Medical Encyclopedia, Inc. Thereupon a subcommittee 
— was served on Dr. Marti-Ibanez requiring him to testify 
today. 

In a letter dated May 13, 1960, from Morison, Murphy, Clapp & 
Abrams, Washington, D.C., counsel for Dr. Marti-Ibanez, we were 
informed that Dr. Marti-Ibanez also was too ill to testify. Enclosed 
in this letter were statements from two doctors that Dr. Marti-Ibanez 
is afflicted with glaucoma and that emotional stress and tension have 
been known to aggravate glaucoma and cause blindness. The letter 
from Dr. Marti-Ibanez’ counsel requested that, in view of these state- 
ments, he be excused from testifying. Yesterday, I acceded to this 
request; but, when I did, I made it very plain, as I had with Dr. 
Welch, that, while Dr. Marti-Ibanez wedi: not be forced to testify, 


he could if he chose, or, in the alternative, he could file a sworn state- 
ment. 


(At this point in the proceedings, Senator Hart left the hearing 


room. ) 

Senator Keravuver. While it is regrettable that both Dr. Welch and 
Dr. Marti-Ibanez believe their health might be seriously impaired 
by their appearance here today, we cannot let that fact preclude us 
from making a record of the documents we have received. Any 
temporary delay in these hearings would not accomplish any useful 

urpose hicou it is noted that both Dr. Welch’s and Dr. Marti- 

banez’ illnesses are of a permanent nature. On the other hand, it is 
deemed important that these documents be made a part of the record 
in order that the record can thus be referred to appropriate govern- 
mental departments. Fortunately, the documents obtained are of 
such a character that they can be introduced by subcommittee counsel 
in such a way as to make them meaningful. 

In order to understand as fully as possible the outside activities of 
Dr. Welch, on April 28, 1960, 1 wrote to the Honorable Arthur S. 
Flemming, Secretary of Health, Education, and Welfare, and re- 
quested that he furnish documents for the period from January 1, 
1950, to date, showing relevant information regarding the problem 
raised by Dr. Welch’s outside employment. The feteionetton fur- 
nished to the subcommittee by the Department is in such form that it 
also can be introduced by subcommittee counsel in such a way as to 
make it meaningful. 

What we are doing here today is doubly important. It not only 
involves—as the other hearings in this series have—the problem of 
monopoly and monopolistic practices in the ethical drug industry, but 
it also is concerned, unfortunately, with the integrity of one of the 
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divisions of that Department of the Federal Government which is 
charged with insuring the safety of the drugs used by all of us. 

All of the letters and other documents to which I have referred in 
my remarks will be reprinted at this point, in the record. 
(The documents referred to follow :) 























































INITIAL LETTERS AND DOCUMENTS RELATING TO WELCH CASE, INCLUDING Sun- 
PENAS AND REQUESTS FOR INFORMATION AND LETTERS TO AND FROM MICHAEL 
F. MArKEL, Dr. JOHN A. REISINGER, CHARLES S. Murpuy, Dr. ARNOLD §. 
BREAKEY, AND DR, WILLIS S. KNIGHTON 


UNITED STATES OF AMERICA 


CONGRESS OF THE UNITED STATES 





To Henry WELCH, 4111 Beverly Road, Rockville, Maryland, Greetings: 


Pursuant to lawful authority, you are hereby commanded to appear before the 
Subcommittee on Antitrust and Monopoly of the Committee on the Judiciary 
of the Senate of the United States,.on Tuesday, April 26, 1960, at 10:00 o’clock 
a.m., at their committee room, 2226 New Senate Office Building, Washington, 
D.C., then and there to bring with you the documents described in the attached 
appendix, relative to the subject matters under consideration by said subcom- 
mittee. 

Hereof fail not, as you will answer your default under the pains and pen- 
alties in such cases made and provided. 

To George E. Clifford, or any other authorized person, to serve and return. 

Given under my hand, by order of the committee, this 5th day of April, in 
the year of our Lord one thousand nine hundred and sixty. 

Estes KEFAUVER, 
Chairman, Subcommittee on Antitrust and Monopoly, 
Committee on the Judiciary of the Senate of the United States. 


APPENDIX 





The following described documents, wherever located, for the period from 
January 1, 1950, to the date of the service of this subpena, which are in 
your custody or possession or under your control in any capacity other than as 
an employee of the Government of the United States, or photostatic copies of 
such documents: ® 
I. Books and records, or summaries thereof, and other documents, which 
show: 

A. Any plan for, purpose in, receipt or expenditure in connection 
with, or any other matter relating to, promoting, establishing, or 
founding any medical or drug journal or publication, in which you par- 
ticipated. 

B. Any payment, fee, gift, honorarium, security, or other thing of 
value, made, delivered, or otherwise transferred, directly or indirectly, 
to you or to others in your behalf: 

(1) By any person, firm, or corporation as compensation for, 
or in consideration of, or in any way connected with your services 
as editor-in-chief, editor, or coeditor of any medical or drug 
journal or publication, together with the name and address of each 
such person, firm, or corporation, and the date, amount, nature, 
and purpose of each such payment made by it; or 

(2) By any person, firm, or corporation engaged in the devel- 
opment, production, sale, financing, testing, promotion, or. adver- 
tising of drugs, or in the publishing of writings or data concerning 
drugs, together with the name and address of each such person, firm, 
or corporation, and the date, amount, nature, and purpose of each 
such payment made by it; or 

C. Any financial interest directly or indirectly held by you or by 
others in your behalf in any firm or corporation making any of the 
payments referred to in Paragraph I hereof, or in any other firm or cor- 
poration engaged in the development, production, sale, financing, test- 
ing, or advertising of drugs, or in the publishing of writings or data 

concerning drugs, together with the name and address of each such 
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firm or corporation and the nature, amount, and duration of your finan- 
cial interest in it, and the amount of dividends or other yield received 
thereon ; 

II. Correspondence, memoranda, and other written or printed communi- 
cations, and records of oral communications between you as editor-in-chief, 
editor, or co-editor of any medical or drug journal or publication, or in any 
other capacity except as an employee of the Government of the United 
States, and any person, firm, or corporation making any of the payments 
referred to in Paragraph I hereof, or any other person, firm, or corpora- 
tion engaged in the development, production, sale, financing, testing, or 
promotion of drugs, or in the publishing of writings or data concerning 
drugs, which relate directly or indirectly to: 

A. Any of the matters referred to in Paragraph I hereof, or 

B. Any application filed or to be filed with the Secretary of Health, 
Education, and Welfare to introduce into interstate commerce any new 
drug; the meeting of the requirements of such an application; or the 
publication in any medical or drug journal or publication of any ar- 
ticle, manuscript or report relating to any drug as to which such an 
application has been or is to be so filed, or 

©. The toxicity or harmful effects of any drug, or the therapeutic 
usefulness of any drug or of any device to test or assay any drug. 


UNITED STATES OF AMERICA 
CONGRESS OF THE UNITED STATES 


To MD Publications, Inc., 30 East 60th Street, New York, N.Y., Greetings: 

Pursuant to lawful authority, you are hereby commanded to appear before 
the Subcommittee on Antitrust and Monopoly of the Committee on the Judiciary 
of the Senate of the United States, on Tuesday, April 26, 1960, at 10:00 o’clock 
a.m., at their committee room, 2226 New Senate Office Building, Washington, 
D.C., then and there to bring with you the documents described in the attached 
appendix, relative to the subject matters under consideration by said subcom- 
mittee. 

Hereof fail not, as you will answer your default under the pains and penal- 
ties in such cases made and provided. 

To George PF. Clifford, Thomas C. Williams, Bushrod Howard, Jr., or any other 
authorized person, to serve and return. 

Given under my hand, by order of the committee, this 5th day of April, in the 
year of our Lord one thousand nine hundred and sixty. 

Estes KEFAUVER, 
Chairman, Subcommittee on Antitrust and Monopoly, 
Committee on the Judiciary of the Senate of the United States. 


APPENDIX 


The following described documents of this corporation, for the period from 
January 1, 1960 to the date of he service of this subpoena, which are in the custody 
or possession, or under the control of this corporation, or photostatic copies of 
such documents: 

I. Books and records, or summaries thereof, and other documents, which 
show: 

A. The name and address of every person who is now or has been an 
officer or director of this corporation, or an editor or editor-in-chief 
of any of its medical or drug journals or other such publications, and, for 
each such person, each such position held, the duration of his tenure 
in — such position, and the salary, compensation, or honorarium paid 
to him; 

B. Any plan, purpose in, receipt or expenditure in connection with, 
or other matters relating to, promoting, establishing, or founding this 
eno or any of its medical or drug journals or other such publica- 

ons; 

C. The gross revenues of this corporation from all sources for each 
medical or drug journal or other such publication, broken. down so as to 
show the amount received from subscriptions, from advertisements, and 
from the sale of reprints; 
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D. The names and addresses of the two largest advertisers in each 
medical or drug journal or other such publication of this corporation in 
each year, together with the space sold and rates charged to each, and 
the amount received from each; 

E. The names and addresses of the 2 largest purchasers of reprints 
from each medical or drug journal or other such publication of this 
corporation in each year, together with the amount received from each ; 

F.. The names and addresses of the 25 largest holders of record of each 
class of capital stock in each year, together with the number of shares 
held by, and the amount of dividends paid to, each of such holders; or 

G. Any financial interest directly or indirectly held by this corpora- 
tion, or by others in its behalf, in any firm or corporation engaged in the 
development, production, sale, financing, testing, or advertising of drugs, 
or in the publishing of writings or data concerning drugs, together with 
the name and addres of each such firm or corporation and the nature, 
amount, and duration of any such interest in it, and the amount of 
dividends or other yield received thereon; and 

II. Correspondence, memoranda, and other written or printed communi- 
cations, and records of oral communications, between this corporation or any 
of its officers, directors, editors, or other representatives and (a) Henry 
Welch or (b) any other person, firm, or corporation, in which communica- 
tions Henry Welch is named or directly or indirectly referred to in any ca- 
pacity, which directly or indirectly relate to: 

A. Any of the matters referred to in Paragraph I hereof; 

B. Any application filed or to be filed with the Secretary of Health, 
Education, and Welfare to introduce into interstate commerce any new 
drug; the meeting of the requirements of such an application; or the 
publication in any medical or drug journal or publication of any article, 
manuscript or report relating to any drug as to which such an applica- 
tion has been or is to be so filed; or 

C. The toxicity or harmful effects of any drug, or the therapeutic 
usefulness of any drug or of any device to test or aSsay any drug. 


May 5, 1960. 
Mr. MIcHAEL F’, MARKEL, 
Washington, D.C. 


Dear Mr. Market: The Senate Subcommittee on Antitrust and Monopoly of 
the Committee on the Judiciary will hold hearings on May 17 and 18, 1960, con- 
cerning the payments to, activities and relations of Dr. Henry Welch, Director, 
Division of Antibiotics, Food and Drug Administration, by and in connection 
with MD Publications, Inc., and Medical Encyclopedia, Inc. In those hearings, 
the subcommittee will continue the exercise of all of its Jurisdiction under Senate 
Resolution 238, 86th Congress, 2d session, to inquire into all aspects of the produc- 
tion, distribution, advertising, promotion, and sale of ethical drug products and 
the relationship of Dr. Welch to those subjects. 

In your personal conference with members of the staff of the subcommittee 
relating to compliance by Dr. Welch with a subpena duces tecum issued to him 
and by documents supplied under the subpena, we have been informed of the 
condition of Dr. Welch’s health. In consideration of that as revealed to us, I am 
advising you as his counsel that I will not issue to Dr. Welch any subpena to 
testify at these hearings on the 17th and 18th of May. He and counsel are 
invited to be present, if he desires. 

You indicated to us that Dr. Welch would desire to make a statement and testify. 
This decision is one which he should make with proper consideration of his health 
status as he is in better position than we to know. Although he will not be under 
any compulsion by the subcommittee to testify, he will be given the opportunity 
to do so if he so desires. 

In case Dr. Welch wishes to file a written statement for the record or to be 
presented in connection with his testimony, as he may elect, I request the filing 
of 20 copies of the statement at least 24 hours before the beginning of the hearings 
on May 17. 

The hearings will begin at 10 a.m., in room 318 in the Old Senate Office 
Building. 
‘ Sincerely, 

Estes Keravuver, Chairman. 
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Market & HILL, 
Washington, D.C., May 12, 1960. 
Pavut Ranp Drxon, Esq., 
Counsel and Staff Director, Subcommittee on Antitrust and Monopoly, Committee 
on the Judiciary, U.S. Senate, Washington, D.C. 

Dear Mr. Drtxon: Pursuant to the discussions had with you when I was in to 
see you the other day, I enclose herewith Dr. John A. Reisinger’s letter to me 
dated May 11, 1960, confirming my discussions with him on which I based my 
representations to you and members of your staff when we first met regarding 
the state of health of Dr. Henry Welch. 

Very truly yours, 
MICHAEL F’, MARKEL. 


Wasuineron, D.C., May 11, 1960. 










































Mr. MIcHAEL F. MARKEL, 
Washington, D.C. 


DeaR Mr, MaRKEL: In response to your inquiry concerning Dr. Henry Welch's 
physical condition, I can state that he is suffering from coronary insufficiency 
associated with a large hiatal hernia and his condition is such at present. that 
it would be inadvisable to subject him to any emotional or physical strain. 

Very truly yours, 
JouHN A. REISINGER, M.D. 


UNITED STATES OF AMERICA 


CONGRESS OF THE UNITED STATES 


To FreLix MArtTI-IBANEz, 
80 Hast 60th Street, 
New York, New York, Greeting: 


Pursuant to lawful authority, you are hereby commanded to appear before 
the Subcommittee on Antitrust and Monopoly of the Committee on the Judiciary 
of the Senate of the United States, on Tuesday, May 17, 1960, at 10:00 o’clock 
a.m., at their committee room, 318 Old Senate Office Building, Washington, D.C., 
then and there to testify what you may know relative to the subject matters 
under consideration by said Subcommittee. 

Hereof fail not, as you will answer your default under the pains and penalties 
in such cases made and provided. 

To Bushrod Howard, Jr., or any other authorized person to serve and return, 

Given under my hand, by order of the committee, this 5th day of May, in the 
year of our Lord one thousand nine hundred and sixty. 


Estes KEFAUVER, 
Chairman, Subcommittee on Antitrust and Monopoly, 
Committee on the Judiciary of the Senate of the United States, 


May 5, 1960. 
Dr. Fetrx Marti-Isanez, 


New York, N.Y. 


Dear Dr. Marti-Isanez: This refers to a subpena to testify before the Senate 
Subcommittee on Antitrust and Monopoly which is being served on you by 
Mr. Bushrod Howard, an attorney for the subcommittee. 

For your information, it is the intention of the subcommittee to fully explore 
the connection and activities of Dr. Henry Welch, director, Division of Anti- 
biotics, Food and Drug Administration, with MD Publications, Inc., and Medical 
Encyclopedia, Inc., and their publications. 

This will include oral agreements or understandings relating to the above 
matters, written documents which have been supplied to the subcommittee under 
subpena, and the accounting records. It is assumed that there may be some 
matters on which you will desire the assistance of others such as your ac- 
countant or members of your organization in order to fully inform the sub 
committee. I, therefore, request you to bring with you on May 17, 1960, at 
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10 a.m., such other persons as you may deem proper for the above stated 
purposes. 
Mr. Howard will be glad to undertake to assist you by answering questions 
which you may have on this request. 
Sincerely, 
Estes Keravuver, Chairman, 


Morison, Murpry, Crapp & ABRAMS, 
Washington, D.C., May 13, 1960. 
Hon. Estes KEFAUVER, 
Chairman, Subcommittee on Antitrust and Monopoly, 
U.S. Senate, Washington, D.C. 


Dear SENATOR KEFAUVER: Enclosed are two letters relating to Dr. Felix Marti- 
Ibanez, the president of MD Publications, Inc., who has been subpenaed to 
appear before your subcommittee on Tuesday, May 17. The enclosed letters 
from two doctors who have been treating Dr. Marti-Ibanez show that Dr. Marti- 
Ibanez is suffering from glaucoma and that emotional stress and tension are 
known to aggravate glaucoma and may cause blindness in one suffering from 
this disease. It also appears from these letters that the emotional stress and 
nervous strain involved in testifying before your subcommittee might possibly 
cause blindness to Dr. Marti-Ibanez. 

Dr. Marti-Ibanez has been subpenaed to appear before your subcommittee 
to testify concerning the relationships of Dr. Henry Welch with MD Publica- 
tions, Inc., and Medical Encyclopedia, Inc., and their publications. We believe 
that most of the information needed by the subcommittee concerning these 
relationships is contained in information and documents which have previously 
been furnished to the subcommittee. We wish to cooperate fully with the 
subcommittee in providing it with such additional information as may be re- 
quired for its purposes, and will be glad to provide the subcommittee with 
other officers or persons familiar with the affairs of MD Publications, Ince., 
who can testify before the subcommittee as to the matters in which it is 
interested. We are confident that it will be possible to provide the subcom- 
mittee with substantially all the information it requires without the appear- 
ance of Dr. Marti-Ibanez before the subcommittee with the risk to his health 
which that involves, 

In these circumstances, we respectfully request that Dr. Marti-Ibanez be 
excused from testifying before the subcommittee. 

Sincerely yours, 


es 
Cuartes 8S. Murpry. 


° New York, N.Y., May 11, 1960. 
To Whom It May Concern: 

Dr. Felix Marti-Ibanez has been a patient of mine for the past 4 years. He 
is suffering from an ocular condition known as glaucoma. Severe emotional 
stress and tension are known to aggravate glaucoma and may cause blindness. 

It would be distinctly detrimental to his eye condition to undergo any question- 
ing or court appearance which might tend te produce a recurrence of his disease. 


(Signed) ARrNoxtp S. Breakey, M.D. 


New York, N.Y., May 11, 1960. 
To Whom It May Concern: 

Dr. Felix Marti-Ibanez first consulted me on January 29, 1960, on the advice 
of Dr. Arnold Breakley, who had found a high intraocular pressure in both eyes 
and made a diagnosis of glaucoma, and recommended that he see another 
glaucoma specialist. 

I thoroughly examined Dr. Marti-Ibanez, made the necessary tests, and verified 
the diagnosis of glaucoma. 

Dr. Marti-Ibanez is on constant medication and is reexamined monthly. 

He was strongly advised to refrain from any activity which would cause any 
emotional stress or strain which is known medically to aggravate this disease 
and cause blindness. 

(Signed) Wurus 8S. Knieuton, M.D., 
Chairman, Glaucoma Committee, National Society for the Prevention 
of Blindness. 
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APRIL 28, 1960. 
Hon. ArTHurR S, FLEMMING, 


Secretary of Health, Education, and Welfare, 
Washington, D.C. 


Dear Mr. SEcRETARY: AS you may know, this subcommittee is making a study 
of administered prices, and at present it is concerned with that phenomenon as 
it may manifest itself in the ethical drug industry. In that connection the sub- 
committee is exercising all of its jurisdiction under Senate Resolution 238, 86th 
Congress, 2d session, to inquire into all aspects of production, distribution, 
advertising, promotion, and sale of ethical drug products. 

In pursuing this inquiry, there has come to the attention of the subcommittee 
the commercial editing and publishing activities of Dr. Henry Welch, Director, 
Division of Antibiotics. A subcommittee subpena has been served upon Dr, 
Welch requiring him to produce certain documents relevant to these activities. 
Dr. Welch, through his attorney, has made a return on this subpena which makes 
it appropriate that we call upon you to furnish us with the following for the 
period from January 1, 1950, to date: 

1. Documents, or summaries thereof, showing for each position held by 
Dr. Welch in your Department or predecessor agency : 

(a) Designation, 

(b) Tenure, 

(c) Grade, 

(d) Salary, 

(e) Job description, and 

(f) Any other information, including your or another’s personal 
comment necessary to fully describe Dr. Welch’s official duties and fune- 
tions ; 

2. Documents containing all regulations of your Department or any pred- 
ecessor agency relating to activities other than official duties by— 

(a) Employees, generally, or 
(b) Dr. Henry Welch, or any other named employee, specifically. 

8. Memorandums, letters, and other documents from or to any official of 
your Department or any predecessor agency, relating to activities other than 
the official duties of Dr. Henry Welch; and 

4. Press releases, statements, transcripts of press conferences by you or 
any other official of your Department or any predecessor agency, relating to 
any of the matters referred to in paragraphs 2 and 38, above, including but 
not limited to your statement, the press release, and the transcript of the 
press conference held in connection therewith on or about October 14; 
1959. 


Photostatic copies of any documents may, of course, be substituted for the 
originals. 


I should be pleased to have you furnish this information at the earliest 
possible time, at least by Monday, May 9, 1960. Should you have any question 
about what is sought or desire any other assistance’ in order to expedite the 
matter, please have the person charged with preparing your response communi- 
cate with Mr. Paul Rand Dixon, counsel and staff director of the subcommittee, 


room 412, Old Senate Office Building, telephone Capital 4-3121, extension 5573. 
Sincerely, 


Estes KEFAUVER, Chairman, 

Senator Kerauver. Mr. Morison and Mr. Murphy, representing Dr. 
Marti-Ibanez, are here. Mr. Markel is here representing Dr. Welch. 

Before we proceed, I am glad to see so many members of the sub- 
committee present: Senator Hart, Senator Carroll, Senator Dirksen, 
and Senator Hruska. Senator O’Mahoney is having a patent com- 
mittee hearing today and Senator Hart will have to attend it part of 
the time, also. 


Is there anything from any members of the committee before we 
start ? 
Senator Dirksen. Mr. Chairman, I just wanted to say this is quite 


a serious matter which had its inspiration in an article in the Saturday 
Review by a Mr. Lear. 
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You may recall it was first considered in executive session by the sub- 
committee that I had some doubts about the jurisdiction of this com- 
mittee. I see you predicated the first paragraph of your statement: 


Various forms of promotion of ethical drug products have a material effect 
on the share of the market that a drug manufacturer obtains. 


This committee was engaged in the business of investigating admin- 
istered prices and does have jurisdiction over all antitrust and mo- 
nopoly affairs, but I still have some doubts about its jurisdiction, al- 
though I will not interpose the point. 

I think in connection with your statement that it should be pointed 
out that as early as October 14, 1959, which is 7 months ago, the Sec- 
retary of Health, Education, and Welfare issued a news release and 
also a statement with respect to the conduct of the officers and em- 
ployees of the Health, Education, and Welfare personnel with re- 
spect to writing, editing, publishing, lecturing, teaching, consulting, 
and other outside activities. 

I think at this point in the record this release and also the guidelines 
laid down by Secretary Flemming should be made a part of the record. 

Senator Kerauver. Senator Dirksen, we can make them a part of 
the record now, although they are contained in the papers which came 
in response to the subcommittee’s subpena, and they would be, of 
course, referred to at that point and discussed. 

eee we can make them a part of the record at this point, if 
you wish. 

Senator Dirksen. I would prefer to have them a part of the record. 
If all this material is going into the record, this is going to be a very 
sizable record. 

Senator Keravuver. Let’s let them be copied into the record at this 
point rather than be made an exhibit. 

(The documents referred to follow :) 


STATEMENT?’ BY ARTHUR 8S. FLEMMING, SfcrRETARY OF HEALTH, EDUCATION, AND 
WELFARE 


I have today approved a statement of policy for this Department’s employees 
regarding their nongovernmental activities in the fields of writing, editing, pub- 
lishing, lecturing, teaching, and consulting. 

This policy statement supplements previous policy statements which have dealt 
generally with outside activities by employees rather than with those covered 
more specifically by the new statement. 

It is important to emphasize several points in connection with the establishment 
of the new policy. 

First, the policy is designed to provide the maximum opportunity for employees 
to engage in the types of activities covered, consistent with Federal laws and 
regulations and with the principles of the Department’s policy which seeks 
primarily to prevent a real or apparent conflict of interest. 

In the absence of a uniform policy that applies across the board to all 
employees and units of an organization, it has been my experience that the 
policies among different units, and the judgments made by individual supervisors, 
obviously vary, and sometimes widely. A uniform policy provides a common 
track for everybody to run on and thereby offers in an affirmative way the same 
opportunity to all employees who wish to engage in the kinds of activities 
covered by the policy. 

Second, the policy is based on the inescapable fact that Federal employment 
is a public trust and as such imposes certain built-in limitations on employees’ 
nongovernmental activities which may not be true for employees outside of 
Government. 


1 Released at news conference, Washington, D.C., Wednesday, Oct. 14, 1959. 
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As the policy states: “Of first importance in evaluating the appropriateness of 
outside activities covered by this supplement is the general criterion which is 
applicable to all such activities: that they should not involve a real or apparent 
conflict of interest nor associate the employee with his official duties in a way 
which would reflect discredit upon the Department.” 

It is not enough, in my opinion, for Federal employees to be innocent in fact of 
wrongdoing in outside activities in relation to their Government responsibilites. 
They must not even have the appearance of acting in private capacities contrary 
to the public interest they serve in their Government positions. 

Many people throughout the Department have assisted in developing the new 
policy, and I am grateful for the time and effort they have put into it. 


Nore.—Attached is the full text of the policy statement. 
([C2—Conduct of Offiers and Employees, HEW Personnel Guide 1, Appendix I] 


WRITING, EpITING, PUBLISHING, LECTURING, TEACHING, AND CONSULTING 


The growth and complexity of activities by employees of the Department in 
areas pertaining to writing, editing: publishing, lecturing, teaching, and con- 
sulting in a nonofficial capacity make it advisable to supplement current Depart- 
ment policies dealing with outside work with additional guides pertaining more 
specifically to these activities. In applying these guides, supervisors and em- 
ployees should also refer particularly to the preceding sections of C2 HEW 
Personnel Guide 1 dealing with: “General Criteria” (p. 2) ; and “Applications 
to General Types of Outside Activities,” paragraphs 5, 6, and 7 (pp. 3 and 4).” 


GENERAL POLICY 


It is the policy of the Department not only to permit but to encourage accept- 
ance by its employees of appropriate outside activities in connection with writ- 
ing, editing, lecturing, and teaching activities. The Department affirms in every 
respect the rights of its employees to speak and to write as they wish within 
the limits of law and regulation and within the principles of the departmental 
policy which seeks primarily to prevent a real or apparent conflict of interest. 

There is, however, a need for criteria to be established to provide guides for 
employees and their supervisors against which they can judge the conformity 
of proposed outside activities with Department policy on these matters. It is 
not intended that these criteria should be so explicit and detailed as to cover all 
the activities employees may undertake. The principles inherent in the criteria 
are intended to serve as guides which can be applied not only to the situations 
specified below, but to others not specified. 

These guides cannot and are not intended to substitute for the carefully con- 
sidered commonsense judgment of employees and supervisors, but are meant to 
be an aid to such judgment. This judgment must be applied to each case on its 
merits. 

Of first importance in evaluating the appropriateness of outside activities 
covered by this supplement is the general criterion which is applicable to all 
such activities: that they should not involve a real or apparent conflict of interest 
nor associate the employee with his official duties in a way which would re- 
flect discredit upon the Department. This criterion should be carefully con- 
sidered and applied in respect to all nonofficial activities, particularly those in- 
volving renumeration. 

Of particular importance is the differentiation that needs to be made between 
the outside activities which this policy is intended to cover, and writing, editing, 
teaching, lecturing» and consulting which are part of the employee’s official 
duties. There are frequent instances where publication of research results, 
lecturing to groups outside the Government, providing consultation to outside 
persons can and should be considered official duties not covered by this policy 
statement. It is the responsibility of the supervisor in each instance to de- 
termine when such activities are part of an employee's official duties. 


2PHS Commissioned Corps refer to Cor _- Personnel Manual CC26.1e Guide 3, sec. D, 


2. PHS Guide holders refer to C2 P 


par. S. Guide 1, par. 5. OASI Guide holders refer 
to C2 OASI PHS Guide 1, pp. 2—4. 
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or without compensation, are permitted if— 







PHS Commissioned Corps refer to Corps Personnel Manual CC26.1¢c Guide 3, sec. BE. 
PHS Guide holders refer to C2 PHS Guide 1, pars. 7-9. OASI Guide holders refer to C2 
OASI Guide 1, pp. 9-10. 
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WRITING AND EDITING 


Writing for, editing, or submitting material for publication not as part of an 


employee’s official duties, with or without compensation, is not only permitted 
but encouraged provided all of the following conditions are met: 


1. If such written material is based only. on information which is avail- 
able on request to persons outside the Government. 

(Specrat Notre.—In the case of research or other studies for which clinical 
case records or other materials of a confidential nature are used, the access 
of persons outside the Government to such materials is obviously limited. 
Under proper safeguards adopted by the heads of operating agencies, it is 
permissible for such material to be used as the basis for certain types of 
writing for publication by authorized employees of the Department.) 

2. If no Government-financed time or supplies are used by the author or 
by other Government employees in connection with such writing ; 

8. If the publication at a particular time of the subject matter involved 
would not prejudice the discharge by the employee of his official responsi- 
bilities or by the operating agency or the Department of their official 
responsibilities ; 

4. If the employee’s official title or organizational affiliation is not used 
to convey official support of the ,author’s work. This means that if the 
employee’s official title or organizational affiliation is used, an appropriate 
footnote should state that the views expressed are solely those of the 
author ; , 

5. If, after the above conditions are met, the employee receives advance 
approval from the head of his operating agency or his authorized designee for 
writing or editing material which pertains to Government-sponsored re- 
search or to subject matter which is directly related to the employee’s 
official duties. 


ADDITIONAL GUIDES FOR EDITING ACTIVITIES 


1. Editing activities, with or without compensation, should not involve 
the approval or disapproval of advertising matter. 

2. Editing activities should be carefully appraised if they relate to pub- 
lications which are organized for profit in order to be sure that such ac- 
tivities will not involve any seeming conflict of interest which might bring 
criticism or discredit upon the Department. 

8. Editing activities in connection with scientific or professional journals 
which are related to the official status or duties of a Government official or 
employee require approval, and should be requested under the procedures 
described in C2, HEW Personnel Guide 1, page 6.° 


PUBLISHING 


Publishing activities which are not a part of an employee’s official duties, with 


1. No financial profit is derived from publishing materials which are 
available to the employee because of his official duties, or which are made 
available to the general public by the Government. 

2. They are conducted on non-Government time at no expense to the 
Government. 

3. No financial profit is sought or derived from publishing proceedings or 
similar compilations of conferences, symposia, or similar gatherings where 
these are sponsored by the Government, involve the performance of. official 
duties, are directly related to the employee’s official duties, or where par- 
ticipation or attendance has been authorized on Government time. 

4. The official title of the individual engaged in such publishing business 
is not used. If the individual is the author as well as the published, item 4 
under “Writing and Editing,” rather than this prohibition, would apply. 
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TEACHING AND LECTURING 


Teaching and lecturing which are not a part of an employee’s official duties, 
with or without compensation, are not only permitted but encouraged if— 

1. No Government-financed time is used in connection with such teaching 
or lecturing nor Government supplies which are not otherwise available 
to the public. 

2. Government travel or per diem funds are not used for the purpose of 
such teaching or lecturing. 

8. Such teaching or lecturing is not dependent upon specific information 
which would not be available upon request to persons outside the Govern- 
ment. 

4. Such activities are not conducted for the purpose of preparing students 
to pass civil service examinations. 

5. Such activities do not involve instructions of persons on dealing with 
specific matters pending before Government organizations with which the 
employee is associated in an official capacity. 

6. Advance approval is obtained, in accordance with this Guide, for all 
such teaching or lecturing performed by an employee for an institution 
which has, or is likely to have, official dealings with the operating agency 
in which he is employed. 


CONSULTATIVE SERVICES 


It is the policy of the Department to authorize the undertaking of consultative 
services for a fee only in unusual and appropriate situations which clearly 
divorce the services rendered by the employee on a fee basis from his official 
duties with the Department. 

With respect to all consultative services which are not a part of an employee’s 
official duties, fees are prohibited except where— 

1. The services are performed outside working hours, or while the in- 
dividual is in leave status. 

2. The services are performed without expense to the Government. 

8. They are not provided to organizations, institutions, or State and 
local governments with which the official duties of the employee are direct- 
ly related or indirectly related if this indirect relationship is significant 
enough to permit the existence of a conflict or apparent conflict of 
interest. 

(SpecrIAL NOoTE.—Such an apparent conflict of interest is particularly 
likely to occur if the consultative services are provided to commercial 
firms, public or private institutions, or governmental units which have 
recently negotiated, or may in the near future seek, a contract or grant 
from the organizational unit in which the prospective consultant is em- 
ployed. It is not feasible to provide a simple Department-wide definition 
of organizational unit for this purpose, but employees and approving officers 
should bear in mind that even when an employee is not personally involved 
in the process of making awards and grants, if he is closely associated 
with those who do make such awards and grants, and if it might reason- 
ably appear to the public that the employee is in position to exercise in- 
fluence in the award of such grants or contracts, a proposal that he should 
provide consulting services for a fee to an applicant or prospective appli- 
cant should be reviewed with extreme care.) 

4. They are not services which can be obtained without cost from the 
Government. 

All consultative services for fees require administrative approval and should 
be requested under the procedures described in C2, HEW Personnel Guide 1, 
page 6. 


“PHS Commissioned Corps refer to Corps Personnel Manual CC26.1¢ Guide 3, sec. B. 
PHS Guide holders refer to C2 PHS Guide 1, pars. 7-9. OASI Guide holders refer to C2 
OASI Guide 1, pp. 9-10. 
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APPROVAL AND REPORTING 


A. Approval.—‘Approval,” as used in this Guide, refers only to authorization 
of the activity and does not imply support for its content. 

1. Approval for outside activities required by this supplement should be 
sought in accordance with procedures established in the section entitled 
“Administrative Approval” in C2, HEW Personnel Guide 1, page 6.* 


2. In any instance where the employee is uncertain as to the propriety of 
a proposed unofficial activity of the kind described in this supplement, his 
doubt should be resolved by discussing the matter with the proper official 
of his organization or by an official written request for determination and 
approval. 

8. In the event an employee believes there is a clear justification for 
an exception to any of the policies described in this supplement, he may 
submit it for review in accordance with the procedure set forth in C2, HEW 
Personnel Guide 1, page 6.‘ 

B. Reporting.—With respect to all matters on which administrative approval 
is required under this supplement, reporting will normally be required to the 
approving officer with respect to such activities. The form and timing of such 
reports will be prescribed by the approving officer, but shall not be less frequent 
than annualiy in connection with continuing activities for which administrative 
approval is required. 

























U.S. DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
October 1959 


The following excerpt, from’ the Personnel Guide of the Department of Health, 
Education, and Welfare, relates to the conduct of officers and employees in out- 
side work: 

















“GENERAL CRITERIA 





“The Department recognizes that employees engage in outside work for a 
variety of reasons, and that such outside work often contributes to the em- 
ployee’s technical or professional development to the advantage of the Depart- 
ment as well as himself. Employees are therefore free to engage in any outside 
work or activity not inconsistent with their responsibilities as employees. They 
are free to take part in civic, charitable, religious, and other community efforts. 
There are, however, types of outside work in which employees are not expected 
to engage. In general any outside work which violates established law or au- 
thority, which adversely affects the efficient performance of an employee, or 
which is likely to result in embarrassment or bring discredit to the Department, 
fall in this category. 


“APPLICATION TO GENERAL TYPES OF OUTSIDE ACTIVITIES 


“Employees of the Department are expected to refrain from outside work of 
the following types: 
* a 


















* * * * * 


“5. Work which identifies the Department or its employees in their 
official capacities with any organization commercializing products relating 
to work conducted by the Department, or with any commercial advertising 
matter, or work performed under such circumstances as to create the im- 
pression that it is an official act of the Department, or represents an offi- 
cial point of view. 

“In other words, in engaging in outside work employees must be careful 
not to use names and titles in such a way as to give the impression that 
the activity or product is officially endorsed and approved by the Department 
or is part of the Department’s activity, or otherwise to perform work under 
conditions that may lead the public to believe he is acting in his official capac- 
ity rather than as a private citizen. 

“6. Work in connection with which the employee makes use of official 
space, office machines or supplies, or information from official records, 
official public contacts, or other official sources not available to the general 
public. For example, no employee may use information from official rec- 
ords or official public contacts to acquire leads to outside work. This re- 
striction is based upon the principle that Government space, equipment, 
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and information is to be used only for official purposes and not for private 
gain. Outside activities such as writing, lecturing, teaching, etc., are dis- 
cussed in greater detail under the heading “Public Informational Activi- 
ties,” below. 

“7. Work which brings discredit, criticism, or embarrassment to the De- 
partment. Some types of occupation are not in keeping with a sense of 
pride in and respect for the public service, and a Department employee 
cannot engage in them without tending to bring discredit upon the De 
partment. There are also some situations in which acceptance of paid 
employment in an occupation that is thoroughly respectable may bring em- 
barrassment upon the Department because it creates bad feeling in the 
community. These situtaions vary with the community in which an em- 
ployee serves or lives, and may depend on the type of position he holds 
in the Department. In such cases, and others where similar feelings are ° 
likely to impair the effectiveness of a Department program, heads of es- 
tablishments may require employees to secure administrative approval 
before engaging in the type of outside work in question.” 


OrFIcE MEMORANDUM, U.S. GOVERNMENT 


Ocroser 12, 1959. 
To: The Secretary. 
From: George P. Larrick, Commissioner of Food and Drugs. 
Subject: Application of departmental policy on writing, editing, publishing, 
lecturing, teaching, and consulting, to the activities of Dr. Henry Welch. 


Dr. Henry Welch has advised me that he is making the following changes in 
his writing, editorial and publishing activities to bring them fully in line with 
the Department’s new policy: 

1. He will resign his editorial positions with the publications, Antibiotics 
and Chemotherapy, Antibiotic Medicine and Clinical Therapy, and MD 
(Medical News) Magazine. 

2. Medical Encyclopedia, Inc., the publishing house in which Dr. Welch 
has a financial interest, will discontinue publishing Antibiotics Annual. It 
will also discontinue publishing for profit any other material containing 
in significant measure, information made available to the general public 
by the Government, such as “Assay Methods of Antibiotics.” 

These changes will be accomplished in an orderly fashion as expeditiously as 
possible in the next few months, 

I should emphasize that Dr. Welch’s outside activities were undertaken after 
they were discussed with his supervisors and had prior approval. 


Gero. P, LARRICK. 


Senator Dirksen. Then the Secretary of Health, Education, and 
Welfare issued a release dated as of today with respect to this same 
matter, and I think that ought to be included at this point in the 
record also. 

Senator Krrauver. Very well. I haven’t seen the release, but let 
it be copied into the record at this point. 

(The document referred to follows :) 


(For immediate release, Tuesday, May 17, 1960] 


U.S. DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
OFFICE OF THE SECRETARY, 
Washington, D.O. 


Last Friday, Senator Kefauver announced that the Subcommittee on Anti- 
trust and Monopoly would investigate income received by Dr. Henry Welch, 
Director of the Division of Antibiotics, Food and Drug Administration, for 
activities engaged in outside his official Government duties. 

Secretary of Health, Education, and Welfare Arthur S. Flemming today 
issued the following statement regarding Dr. Welch’s outside activities: 

1. Dr. Welch was first given permission to engage in outside editorial ac- 
tivities by the Acting Administrator of the Federal Security Agency in 1950. 
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He based his subsequent editorial activities on this approval and authorization 
received in early 1954 from a former Commissioner of Food and Drugs. 

2. When Dr. Welch’s activities were called to my attention in February 1959 
I questioned the propriety of such outside activities. Dr. Welch suffered a 
heart attack in March 1959 and was unable to return to duty until July 1959, 
Action with respect to Dr. Welch was deferred during the period of his illness. 

8. During the latter part of Dr. Welch’s illness and following his return to 
duty, the Department undertook a review of his case and of the policy govern- 
ing such activities with a view to developing a policy designed to prevent such 
activities being approved in the future. 

4. On October 14, 1959, I announced that I had established a new policy 
governing the outside activities of all employees of the Department in the 
fields of writing, editing, publishing, teaching, lecturing, and consulting. In 
making the announcement I made the following statement : 

“* * * the policy is based on the inescapable fact that Federal employment 
is a public trust and as such imposes certain built-in limitations on employees’ 
nongovernmental activities which may not be true for employees outside of 
Government. 

“As the policy states: ‘Of first importance in evaluating the appropriateness 
of outside activities covered by this supplement is the general criterion which 
is applicable to all such activities : that they should not involve a real or apparent 
conflict of interest nor associate the employee with his official duties in a way 
which would reflect discredit upon the Department.’ : 

“It is not enough, in my opinion, for Federal employees to be innocent in fact 
of wrongdoing in outside activities in relation to their Government responsibili- 
ties. They must not even have the appearance of acting in private capacities 
contrary to the public interest they serve in their Government positions.” 

5. Also on October 14, 1959, I announced that this new policy had been applied 
to Dr. Welch’s outside activities and that he had been directed to resign his 
editorial positions with the publications, “Antibiotics and Chemotherapy, Anti- 
biotic Medicine and Clinical Therapy,” and “MD (Medical News) Magazine.” 

I also announced that Medical Encyclopedia, Ine., the publishing house in 
which Dr. Welch has a financial interest, would discontinue publishing “Anti- 
biotics Annual’ and would also discontinue publishing for profit any other 
material containing in significant measure, information made available to the 
general public by the Government. 

6. Dr. Welch assured Commissioner Larrick of the Food and Drug Adminis- 
tration that he had complied with these directives as of January 1960. 

7. Dr. Welch on May 11, 1960, filed his application for retirement on grounds of 
disability growing out of his cardiac condition. It is my understanding that his 
application has been approved by the Civil Service Commission. 

Insummary: 

1. Dr. Welch based his outside activities on approvals given in 1950 and 1954. 

2. Following the issuance of the Department’s new policy in October 1959, Dr. 
Welch assured Commissioner Larrick that he had brought his outside activities 
into compliance with this policy. 

8. Dr. Welch’s former outside activities did involve, to quote from the Depart- 
ment’s October 1959 policy, “a real or apparent conflict of interest” and were 
related to his official duties in such a manner as to “reflect discredit on the 
Department.” 

4. Under the Department’s October 1959 policy, it is clear that activities such 
as those engaged in by Dr. Welch should not and could not be approved. If 
they were carried on without approval, they would lead to dismissal. 


Senator Kerauver. Last week we had an executive meeting of the 
subcommittee with five members present—Senator Dirksen, Senator 
Hruska, Senator Carroll, Senator Hart, and myself—at which time we 
went into some detail as to what the subcommittee had found and what 
was returned to it by subpena duces tecum. : 

At that time I understood that the procedure that was to be fol- 
lowed was satisfactory: that Dr. Welch would not be required to 
testify unless he wanted to, but that we hoped he would come and 
testify, or that he would have some statement to file with the commit- 


tee, in the alternative giving him his choice, and the same for Dr. 
Marti-Ibanez. 
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As to the jurisdiction of the subcommittee, I think that it is well 
established that the share of the market—whether a company will 
have a 20 percent or 30 percent, or what chance its competitors will 
have—depends a great deal upon promotion and advertisement, 
whether it is given a license, whether it engages in fair promotion, 
whether there is somebody on the inside assisting it, all these things 
are very important. 

In addition to that, I might inform the subcommittee that we have 
received information from some smaller companies stating that 
companies which have not advertised very extensively in these maga- 
zines have a very difficult time getting their product approved by the 
Antibiotics Division or securing very much consideration for their 
product, all of which will be gone into more fully at a little later time. 

Senator Hruska ? 

Senator Hruska. Mr. Chairman, I should like for the record to 
show that for the first time this morning there has been handed to us 
by staff members a collection of exhibits, letters, correspondence, and 
other documents. They are in two parts. I imagine they measure 
almost 3 inches in thickness. 

We are members of the same committee. 1 presume this material 
has been gathered and in the process of being gathered for a long time. 
It is an important and serious aspect of this investigation. 

I dislike to think that within the membership of this committee that 
this is an adverse proceeding; and, yet, we are called to be present at 
the time that witnesses are supposed to be interrogated on this very 
important subject, and for the first time are given this huge mass of 
documentary material; no chance to read it; no chance to study it; 
and it puts us somewhat at a disadvantage, particularly when mem- 
bers of the staff are familiar with it and presumably know their way 
around in it. 

Since our executive hearing of last week, I have gone into this some- 
what. I have been informed, and it is my information now, that this 
matter first came to the attention of the Secretary of Health, Educa- 
tion, and Welfare Department in early 1959, and that action was taken 
at that time, delayed somewhat by the severe illness of Dr. Welch, to 
formulate a policy of the Department, which culminated in the re- 
lease of October 14, 1959, to which reference has already been made 
by Senator Dirksen. 

It is my further information that as early as 1950, Dr. Welch had 
brought his editorial activities to the attention of the then acting 
Administrator of the Federal Security Agency, the predecessor of the 
Department of Health, Education, and Welfare. 

don’t know what those disclosures were. I don’t know what the 
approval was that was granted at that time. 

Then on other occasions this was brought before the Department. 
I imagine there is a possibility that there may have been a breach of 
some law, some violation of some law, and conflict of interest. 

If so, while it might be in order to get into it in this committee for 
collateral purposes, basically, it would be a matter for the Depart- 
ment of Justice to pursue. 

It seems, also, in view of the fact that we have evidence here, and it 
is in the record and apparently known to the staff of a statement of 
policy and also as to rules of conduct of officers and employees of the 
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Department of Health, Education, and Welfare, that it would be in 
order at an early time to have some official testimony from the Depart- 
ment so that we may inquire of them as to whether or not the statutes 
under which they are operating are sufficient for the purpose of con- 
trolling and regulating situations of this kind, if they are improper. 

After all, we are not a prosecuting body. I hope we are not a perse- 
cuting body, although I have my doubts at times. Weare alawmaking 
body, and our investigation is for the purpose of laying a foundation 
for legislation. It is my hope that we can get to that orderly develop- 
ment of this investigation so that our true role: namely, that of con- 
sidering and approving laws, if they are needed, can be fulfilled. 

Again, I want to say certainly my understanding of this case and 
my ability to understand the testimony given by the witnesses, my 
ability and the ability of all of us to ask intelligent, meaningful ques- 
tions of the witnesses, would have been considerably enhanced if we 
had an opportunity to go through this material in advance a little bit 
so we would be familiar with it. 

Senator Keravuver. Senator Hruska, the staff had quite a job trying 
to get all these documents photostated. The originals have been 
available for inspection by counsel or by anyone else, as was explained 
at the subcommittee meeting last Tuesday. 

I think that explanation by counsel of just exactly what is in the 
papers that have been secured by subpena will be clear and meaningful 
so that any member of the committee will understand them and may 
ask any questions about them. I certainly agree with you that we 
want to have any explanations as quickly as possible, and as soon as 
Mr. Larrick or Mr Therding or anyone else from the Department 
has had a chance of analyzing the material that has been secured from 
Dr. Marti-Ibanez, we will be very happy to hear from them, of course, 
as quickly as possible. 

Senator Hruska. Mr. Chairman, insofar as photostating this mate- 
rial is concerned, after all, I don’t know that we have any shortage of 
staff on this subcommittee. There seems to be quite a few available 
for that, and I imagine there are a lot of photostat machines around 
the premises. 

I know that the staff is very clear in its explanation of these docu- 
ments. But if they are that clear that they would serve for the pur- 
pose of examining these witnesses, we shouldn’t have wasted all the 
time and money that it took to print these things, because we won’t 
need them. 

The fact is they need not only explanation. They need study and 
analysis and putting into prosper perspective. For that purpose, it 
would take certainly at least a day, a minimum of a day. 

Here we ask a witness by congressional act to furnish a copy of his 
statement 24 hours in advance. Now, that is an outside man coming 
in here to testify before a subcommittee. 

Here we have within our own subcommittee structure our staff 
who, on the morning of the hearing here in the testimony by wit- 
nesses for the first time, present us with this formidable bunch of 
documents, and I don’t thing it is very fair myself. 

Senator Dirksen. May ete to my colleague that on the basis of 
Dr. Flemming’s statement, Dr. Welch first gave—or first received per- 
mission to engage in outside editorial activities by the Acting Admin- 
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istrator of the Federal Security Agency in 1950. That is 10 years 
ago. 

He based his subsequent editorial activities on this approval and 
authorization received in early 1954 from a former Commissioner of 
Food and Drugs. 

So, Mr. Chairman, the conduct of a Federal official being the grava- 
men of the thing that is before us, and since this authority was first 
given 10 years ago, certainly there is no great hurry. We are not 
rushed. If we could wait for 10 years before this Lear article in the 
Saturday Review came to our attention, we could wait a while longer 
before we move into this thing without being fully prepared with 
respect to the documents to which Senator Hruska has alluded. 

Senator Keravuver. I point out in my opening statement that Dr. 
Welch was first given permission back in 1950. We are not trying to 

rosecute anybody. This is a very important matter of public policy. 
Tt is a very grave one. It should certainly be brought out and clari- 
fied, and that is what the hearing is about today. We will have other 
witnesses. 

I hope that Dr. Ibanez and Dr. Welch can testify at some time, 
Anyone else who has any statements or any pronouncements to make 
will be given an opportunity of doing so at the earliest possible time. 
But I didn’t feel that this matter should be delayed, because of its 


importance. 


enator Carroll, do you have any observations to make before we 
get started ? 


Senator Carroti. Mr, Chairman, I think all of us who attended the 
executive meetings of the committee knew the importance of this hear- 


ing. I think there is some validity that we meet here this morning 
with these voluminous files. But as the Senator from Illinois has 
pointed out, there is no need to rush through in this hearing. 

I am going to read these files, and I suggest that inasmuch as we 
are going to hear testimony from lawyers who represent the witnesses, 
that we can continue on this morning. We have been led to believe 
that this is a very important matter. I am not going to prejudge it. 
I think no harm has been done, and I agree with the chairman. 
There is an important public interest to be protected by this testimony. 

I want to ask the Senator from Illinois, because my attention was 
distracted: There is no question, is there, in the mind of the Senator 
from Illinois that this committee has jurisdiction to go into this 
matter ? 

Senator Dirksen. Well, only if you concede, of course, that this 
has some impact on the question of administered prices as it relates 
to monopoly and antitrust practices, because that is the essence of the 
jurisdiction of this Committee. 

Now, in the first paragraph the chairman lays the predicate by 
saying that: 

Various forms of promotion of ethical drug products have a material effect 
on the share of the market that a drug manufacturer obtains. 

Well, I would think that that is a rather selective case for a con- 
tention that this involves administered prices or that monopoly is 
involved here, unless I see something in the files which I have ca no 
occasion, as yet, to examine, to establish that point. 
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So I do not concede that we do have jurisdiction unless I had an 
opportunity to make a better investigation of the whole matter. 
But, as I indicated, I said I was not going to press the point. 
say, however, that this is a very serious matter before us. 
essence of it involves conduct of people in Government. 

Mr. Marti-Ibanez is not in Government. Dr. Welch is. I think 
that, of course, would indicate some caution before we proceed too 
far. 

Now, the Committee on Labor and Education have always had juris- 
diction in this matter, and I happen to serve as a member of that 
committee. I am surprised it has not come to their attention before. 

I thought perhaps it would be the better part of prudence if we had 
some off-the-record discussions with the Administrator of the Food 
and Drug Administration and also with the Secretary for the Depart- 
ment of Health, Education, and Welfare, of which Food and Drug 
is a component agency. 

I would like to look down the road just a little further, and, as 
one lawyer to another, may I say to my distinguished friend from 
Colorado, I never like to be taken by surprise right in the middle of 
a proceeding. 

That is all the more reason for some additional exploratory work 
in this field. I think my friend here recited the fact that permission 
to engage in editorial activities was first granted in 1950, and then 
was confirmed in 1954. 

Now, the Department was not entirely unaware of it under the 
direction of Secretary Flemming, because the change in guidelines 
for employees engaging in this collateral field was laid down in Octo- 
ber 1959, and that is 7 months ago. I have had a chance only to briefly 
examine those also. 

Senator Carroti. Mr. Chairman, may I say I think we have enough 
information to permit us to proceed with the hearing this morning. 
We shall see what is revealed by fhe testimony as to its importance 
and as to its relevancy concerning jurisdiction. 

In the case of the Director of the Antibiotics Division of the Food 
and Drug Administration, if there is any evidence showing that indi- 
viduals for a consideration acquire a piece of a business market or can 
bring pressure to bear upon that market or influence a market, I think 
it is within the jurisdiction of the committee to study that matter. 

But I agree with the Senator from Illinois. Let’s see what the 
testimony has to reveal. 

Senator Keravver. Mr. Morison, will you and Mr. Murphy and 
Mr. Markel come around. 









I do 
I think the 


































STATEMENT OF MICHAEL F. MARKEL, OF MARKEL & HILL, WASH- 
INGTON, D.C., COUNSEL FOR DR. HENRY WELCH, DIRECTOR, 
DIVISION OF ANTIBIOTICS, FOOD AND DRUG ADMINISTRATION 


Senator Kerauver. Mr. Markel, you represent Dr. Welch? 

Mr. Market. Yes, sir. 

Senator Krravuver. And you advised counsel of the subcommittee 
that Dr. Welch would be here to testify and then later on you filed a 
statement from Dr. Reisinger which I have here? 

Mr. Marge. Yes, sir. 
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Senator Keravuver. It has been made a part of the record, but, in 
brief, it says: 

In response to your inquiry concerning Dr. Henry Welch’s physical condition, 
I can state that he is suffering from coronary insufficiency associated with a 
large hiatal hernia and his condition is such at present that it would be inad- 
visable to subject him to any emotional or physical strain. 

Dr. JOHN REISINGER. 

We wrote you and told you that if Dr. Welch wanted to testify, 
we would certainly like to hear from him and would welcome him here. 
I think it would, of course, be very helpful if he could testify. 

What is the situation ? 

Mr. Market. Mr. Chairman, I am glad you afforded me this oppor- 
tunity to comment, and particularly on the press release which you 
have issued today, because it rests all together on my conversation 
with the staff. 

I think that requires a little clarification. As you said in your letter 
to me, that you understand that Dr. Welch wants to testify. Unfortu- 
nately, the last weekend’s press release was incorrect in this respect and 
it was surprising to me that all the news services emphasized this 
point: that he had requested to be excused. Dr. Welch not only did 
not request to be excused, but your letter to me correctly reported what 
Thad discussed with the staff. 

I took that responsibility, sir, after consulting with his doctor, and 
for this reason. And this ought to be clear in this thing because of the 
press release that was issued this morning. We turned over to the 
staff everything we had. I had carefully gone through all those files. 
Then there were certain questions that were asked before the staff had 
reviewed them. 

I say that they had not reviewed the file. There were several law- 
yers there cross-questioning me rather sharply at some length, and they 
asked certain questions which were not answered by what I had sub- 
mitted, but that I would try to get the information after further con- 
sultation with Dr. Welch. 

I did so and then I supplemented the original submission with a 
letter which the staff now has. 

Then I told the staff—and this is the point—that if Dr. Welch were 
to appear on this affirmative direct statement, he would have nothing 
more to say than you now have in your file, and I am assuming that 
you gentlemen are an investigating body. You want to make a com- 
plete case; that all of the story as reflected by this will be put into 
the record. 

Therefore, there will be nothing more to be said by Dr. Welch in any 
affirmative statement. 

I said, however, that should anything develop during the course of 
this hearing, which reflects on Dr. Welch’s integrity or on any of his 
conduct in any way, he would want to be the first one that wants to 
be here. I think the staff will recall that I said that he stated: 

In that situation, I will want to appear before the committee if you have to 
carry me in on a stretcher. 

Now, I did outline to the staff in some detail his physical condition 
and the fact that he had spent a great deal of time in the hospital 
and had been on sickleave. When your letter came to me, when you 
confirmed, when you acted on my application, your letter correctly 
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but rather briefly, but correctly, reflected the conversation had. The 
press release last weekend did not. 

Now, that is the way it stands now. If anything comes to light 
here such as is inferred in this press release, any irregularity, of 
course, Dr. Welch will have to come. As the type of man he 1s, he 
wouldn’t stay away. 

But let’s wait and see. That has been my position. 

Now, there is one thing I wanted to mention about your press re- 
lease, Mr. Chairman, if you will excuse me just one minute longer. 
Dr. Welch has always refused to discuss his income with anybody in- 
cluding the Department. He has never refused to discuss any details 
of his conduct with anybody. 

The industry committee I referred to talked with him. He was all 
for publishing the results of those conversations, but the publisher 
decided—and correctly so, I should add—it was nobody’s business. 

But Dr. Welch has always said that he was making money, and 
what he was doing has been open to everybody. How much money 
he made was not. 

Now, in that connection, Mr. Chairman, I have a rather unique 
request to make on this very point of his refusal to disclose his income. 
If you will grant me the courtesy, I would like to go into this one 
point, because in the material submitted, there is material which could 
be grossly misleading unless this is cleared up. 

This goes to the point of having to understand what is in this 
voluminous record. 

Senator Keravuver. Mr. Markel, you referred critically to a press 
release. 

Senator Dirksen. Well, let him finish. 

Mr. Market. I would like to submit this because it has a bearing 
on the fact that this article in the press makes quite a point of the fact 
that Dr. Welch would not discuss his income. 

Right, admittedly so. If I may, Mr. Chairman—— 

Senator Keravuver. Will you proceed? 

Mr. Market. If I may allow myself, I would like to make an anal- 
ogy of this. This committee is now investigating, in a sense regulat- 
ing, industry. If somebody would come to the members of this 
committee and wanted to know what your outside connections were, 
what your income was, and what your connection with your staff was, 
you would answer what I would have advised Dr. Welch to answer, 
had he asked me; namely, in three short words. 

Senator Kerauver. What are they ? 

Mr. Market. Well, I will allow that to inference, if I may. But 
on this income—— 

Senator Keravuver. I think we must take exception to your refer- 
ence to the income of Senators or to members of this committee. That 
is not correct. 

Mr. Marxet. I merely suggested, in principle, these people who 
wanted to know how much money he made have no more business to 
know that then anyone would have, and I am defending the members 
of the committee, of course. 

Now, on this matter of income—and this is important—Mr, Flurry 
called me yesterday and asked me whether I had a written statement 
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to submit, and I told him I had not; no statement to submit. I 
~— want to make a statement, if I were accorded the opportunity 
to 


After that, I talked to Deputy Commissioner Harvey of the Food 
and Drug Administration and asked him what statements they had 
from Dr. Welch about his income. He checked and he said the 
only thing they had about his income was a certain statement which 
he gave me. I noticed that statement is susceptible to gross misin- 
terpretation because it would have it appear that Dr. We Teh’ ’s annual 
income at that time was $3,500. 

However, I have explained that, and I would like to read this letter 
and make it a part of the record, together with that statement. 

Senator Kerauver. I am advised y counsel that it came from the 
Food and Drug Administration. Papers have just arrived from the 
Food and Drug Administration and this is one of the papers. But 
if you want to make it a part of the record at this point, you may. 

fr. Market. I would like to read my letter addressed to the com- 
mittee and the statement that is attached to it, if I may. 

Senator Keravver. The statement seems to be lengthy. 

Mr. Marxzt, I will just read the letter, because the pertinent por- 
tion is only a two-sentence statement. The rest of it has a bearin 
on the overall activities of Dr. Welch. But those two sentences, an 
I quote them in my letter, so this is a page-and-a-quarter letter which 
I would like to now insert in the record. 

Senator Carrot. May I ask a question, Mr, Chairman? 

Senator Kerauver. Yes, Senator. 

Senator Carrotu. Are you contending that this committee has no 
right to look into the personal income of your client ? 

r. Market. No, sir. I should have added, when I made the state- 
ment I made, sir, when this committee asked us to give it a statement 
of income, we had decided it was this committee’s business, although 
. should say to Senator Dirksen that I, myself, questioned the juris- 

iction. 

But we were not about to quibble on technicalities. 

For the first time a request for an income statement had been made 
of Dr. Welch by someone that had a business to make the request, 
and we forthrightly gave them full and complete information on that 
on the day of my first visit. That was another reason. 

Senator Carrot. I think you have explained it. I wanted to clar- 
ify that. 

Mr. Marken. Very well. 

Senator Carrotu. I was afraid your remarks might have been mis- 
construed —— 

Mr. Market. Very well. 

Senator Carroty. By those three words that you had in mind. I 
am sure you didn’t mean it in that sense. 

Mr. Marker. No. Thank you, sir, for clarifying. That, within 
itself, would have been a serious mistake. 

Here is my letter that I addressed to the chairman of the committee: 

This afternoon I informed Mr. Flurry of your staff that I was not planning 


to submit a written statement in tomorrow morning’s hearings concerning the 
activities of Dr. Henry Welch. 





11912 ADMINISTERED PRICES 


However, thereafter I had a conference with Deputy Commissioner Harvey 
of the Food and Drug Administration, during which I asked, among other things, 
what information the Department had regarding Dr. Welch’s income. Mr. Har- 
vey said Dr. Welch had always declined to discuss his income and that the only 
reference to income was contained in a memorandum of which he gave me a 
copy. 


I understand that you have one, too. 


This memorandum is entitled “Facts Regarding Connection of Dr. Henry 
Welch With Nongovernmental Publications,’ dated February 12, 1959, a copy 
of which is attached hereto. It contains the following statement: 

“Dr. Welch has continued as editor in chief with control over the editorial 
policies, the editorials, the articles used, and all advertising,” referring to a 
specific journal. 

“He continues to receive an honorarium for his services. This at times 
amounts to as much as $3,500 per annum.” 

Deputy Commissioner Harvey informed me that this statement was reviewed 
by Dr. Welch, who approved the figure of $3,500 per annum as his approximate 
income from the Journal of Antibiotics and Chemotherapy at that time. 


That was the journal that was under discussion. 

Mr. Harvey also said Dr. Welch had stated that he had substantial income 
from other sources which he declined to disclose. 

An examination of the breakdown figures of the payments made to Dr. Welch 
in 1958 and 1959 shows that the amount of the total payment derived from the 
Journal of Antibiotics and Chemotherapy during those periods amounted to 
approximately $4,100 in 1958 and approximately $3,600 in 1959. 

Senator Krrauver. Is this your letter that you are reading from? 

Mr. Market. This is my letter to you analyzing this situation. So 
here is my final concluding statement : 


Inasmuch as the quoted statement lends itself to an interpretation that the 
$3,500 was Dr. Welch’s total income at that time and thus proves misleading, I 
respectfully request that this letter and the attached statement be made a part 
of the record following your opening statement to show that it referred only 
to the income from the journal under discussion, i.e., Antibiotics and Chemo- 
therapy. 

The staff has the breakdown figures on this from the publisher. 
The publisher has supplied all the information. 

Senator Krrauver. That letter and attachment will be made a part 
of the record. 

Mr, Drxon. That will be made exhibit 201, Mr. Chairman. I don’t 
see any reason to duplicate the record unless you want to duplicate it.. 

Mr. Market. I would like my explanation made a part. of the 
record. 

Senator Kerauver. Let that letter be made an exhibit and we will 
refer to exhibit 201 as the memorandum that you have attached to 
your letter. 

(The letter follows. The memorandum referred to, exhibit No. 
201, may be found on p. 12634.) 


Exuisir 200 
MARKEL & HILL, 
Washington, D.C., May 16, 1960. 
Hon. Estes KEFAUVER, 
Chairman, Subcommittee on Antitrust and Monopoly Committee on the Judi- 
ciary, U.S. Senate, Washington, D.C. 

Dear SENATOR Keravuver: This afternoon I informed Mr. Flurry of your staff 
that I was not planning to submit a written statement in tomorrow morning’s 
hearing concerning the activities of Dr. Henry Welch. 
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However, thereafter I had a conference with Deputy Commissioner Harvey of 
the Food and Drug Administration, during which I asked, among other things, 
what information the Department had regarding Dr. Welch’s income. Mr. 
Harvey said Dr. Welch had always declined to discuss his income and that the 
only reference to income was contained in a memorandum of which he gave me 
a copy. This memorandum is entitled “Facts Regarding Connection of Dr. 
Henry Welch With Nongovernmental Publications,” dated February 12, 1959, a 
copy of which is attached hereto. It contains the following statement : 

“Dr. Welch has continued as editor in chief with control over the editorial 
policies, the editorials, the articles used, and all advertising. He continues to 
receive an honorarium for his services. This at times amounts to as much as 
$3,500 per annum.” 

Deputy Commissioner Harvey informed me that this statement was reviewed 
by Dr. Welch who approved the figure of $3,500 per annum as his approximate 
income from the Journal of Antibiotics and Chemotherapy at that time. Mr. 
Harvey also said Dr. Welch had stated that he had substantial income from 
other sources which he declined to disclose. 

An examination of the breakdown figures of the payments made to Dr. Welch 
in 1958 and 1959 shows that the amount of the total payment derived from the 
Journal of Antibiotics and Chemotherapy during those periods amounted to 
approximately $4,100 in 1958 and approximately $3,600 in 1959. 

Inasmuch as the quoted statement lends itself to an interpretation that the 
$3,500 was Dr. Welch’s total income at that time and thus prove misleading, I 
respectfully request that this letter and the attached statement be made a part 
of the record following your opening statement to show that it referred only 
to the income from the Journal under discussion; i.e., antibiotics and chemo- 
therapy. 

Respectfully, 





MIcHAEL FF. MARKEL. 

Senator Kerauver. The question is, frankly, Mr. Markel, that 
there are many very important matters affecting the relationship of 
Dr. Welch with medical journals, with his publishing company and 
with his Antibiotic Division in the Food and Drug Administration. 
I think it needs a great deal of explaining. But, as I understand it 
from you, he will not be here this morning. He has no statement to 
file. 

Mr. Market. No, he will not. Now, I would like to add this. If 
anything develops during the course of this hearing which is in- 
consistent with the voluminous file we have turned over to you and 
needs explaining, I will give most serious consideration, after con- 
ferring with Dr. Welch’s physician, of course, to recommend bringing 
him here. 

I will advise both you and the staff, as I said in my letter, just as 
soon as that point is reached. 

But unless something develops here which is not already in these 
voluminous documents we have turned over, I really again renew 
my suggestion that there is no point in subjecting Dr. Welch to this 
sort of thing, because he is a sick man. But he will come if he needs 
to come. 

Senator Kerauver. As we said in the letter, we will be glad to hear 
him. We are not going to undertake to force him to come. 

Mr. Market. I have nothing further. Thank you very, very much. 

Senator Krerauver. Frankly, there is much information needed to 
find out about this entire situation. 

You criticized our press release of May 13. It was prepared on 
the 12th and issued before the letter you referred to was received. 
Isee nothing wrong with the press release. 

Mr. Market. I have seen a copy of that. 
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Senator Kreravuver. Mr. Dixon, will you just read it and let’s see 
what all the fuss is about ? 

Mr. Drxon (reading) : 

Senator Estes Kefauver, Democrat of Tennessee, chairman of the Antitrust 
and Monopoly Subcommittee, today announced that hearings will be held on 
May 17 and 18 concerning the activities of Dr. Henry Welch, Director, Division 
of Antibiotics, Food and Drug Administration, in connection with MD Publica- 
tions, Inc., and Medical Encyclopedia, Inc., New York, N.Y. 

The hearings will center around Dr. Welch’s duties as editor in chief of 
Antibiotics & Chemotherapy and Antibiotic Medicine & Clinical Therapy, both 
published by MD Publications, Inc., which is owned by Dr. Felix Marti-Ibanez 
of New York City. Attention will also be directed to Dr. Welch’s joint owner- 
ship with Dr. Marti-Ibanez of Medical Encyclopedia, Inc., which publishes 
the Antibiotic Annual and other books. 

These publications largely rely for income upon the sale of reprints of 
scientific articles dealing with specific antibiotics. These reprints are pur- 
chased by drug manufacturers for promoting the prescription of drugs by 
doctors. Among other things, the hearings will reveal the amount and nature 
of Dr. Welch’s income from these publications. 

The subcommittee has subpenaed Dr. Felix Marti-Ibanez to appear and testify 
at these hearings. Dr. Welch has informed the subcommittee that he is ill and 
that his health might be further impaired if he were forced to testify. Dr. 
Welch, therefore, has not been subpenaed to appear and testify. He, however, 
has been advised of these hearings and given the opportunity voluntarily to 
appeir and testify if he desires, or to file a written statement with the 
subcommittee. 

Senator Keravver. I think that is a factual press release. 

Mr. Marke. Mr. Chairman, may I just respond. I had no serious 
fault to find with the press release other than that it was interpreted 
that Dr. Welch had begged off, which was not the case. That decision 
was made by me for him. 

Senator Krravver. He was ill and we did not subpena him, but we 
said he could come and testify if he wished. 

Mr. Market. In your letter to me, you said you understood he 
wanted to testify, and I would have preferred to have that. I am not 
complaining about it. I just thought it was a thing that deserved 
straightening out. 

Senator Keravuver. All right, sir. Thank at very much, 

Now, Mr. Morison or Mr. Murphy, which of you are senior counsel 
Mr. Morison ? 


STATEMENT OF H. GRAHAM MORISON, ACCOMPANIED BY CHARLES 
S. MURPHY, OF MORISON, MURPHY, CLAPP & ABRAMS, WASH- 
INGTON, D.C., COUNSEL FOR DR. FELIX MARTI-IBANEZ, NEW 
YORK, N.Y. 


Mr. Morison. Yes, sir. Mr. Chairman, I will be glad to answer any 
questions. 

Senator Keravuver. Is Dr. Marti-Ibanez active in his business? 

Mr. Morison. Senator, to the extent as an editor, which is his func- 
tion, he is. Dr. Ibanez suffers from acute glaucoma, which I have had 
to become acquainted with. Both his father and his brother went 
blind from the same ailment. He consulted with what I am led to 
believe are two of the top ophthalmologists in New York who have been 
treating Dr. Ibanez, who went into some detail as to the possibility of 
his attendance here. I have filed with counsel for the subcommittee the 
two letters of these doctors in which they emphatically say that for 
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him to be subjected in a forum of this type to the stress and strain 
inevitably involved, might result in his blindness. 

We conveyed this information, I might say, Mr. Chairman, promptly 
to the staff verbally long before we filed these letters. 

Senator Keravuver. We have the letter from Dr. Knighton. We 
received a letter from your firm on May 13, signed by Mr. Murphy, 
after we issued the press release, and in your letter of the 13th you sent 
these doctors’ statements, by Dr. Arnold S. Breakey and Dr. Willis S. 
a both of New York, which have been made a part of the 
record. 

We want to make it clear, Mr. Morison, that we would be glad to 
have him here today if he feels he can testify, or any other day. I 
think, if it is possible, he ought to testify. Or if he doesn’t want to, 
we can give you an opportunity of having him file a statement which I 
think ought to be sworn to under the facts stated and brought out 
here by Senator Hruska. This might be a matter that the Department 
of Justice is involved in. Or we can submit interrogatories to be 
answered under oath. 

We want to accommodate you, but we want to get the facts. But he 
is not here today. 

Mr. Mortson. No, sir. Our understanding was that it would not be 
necessary to bring him here today, Senator. 

Senator Krerauver. The committee is open, anxious and willing to 
hear from him, if that is possible. If it isn’t, we do think that a sworn 
statement or an interrogatory should be submitted which he can 
answer in the calmness of his office. 

Is there anything you want to add, Mr. Morison ? 

Mr. Morison. Not a thing, Senator, except that I do think the staff 
will agree that all of the files and information and data which they 
requested, which were voluminous, have been supplied in a minimum 
of time to the staff; I think at least 80 percent or more of what the 
subcommittee would be interested in is contained in the records which 
have been submitted. 

I thank the chairman, the subcommittee, and the staff for accom- 
modating this grievous situation. This decision as to what he should 
do was made by his doctors where it properly should be made. I 
thank the subcommittee for the accommodation of submitting sworn 
statements, if that should seem to be necessary, and certainly we would 
be as aware of that necessity as the subcommittee. 

I will immediately consult with his doctors. I am sure that there 
would be no stress and strain involved in that if it becomes necessary 
to do so, and I thank the subcommittee. 

Senator Keravuver. I suppose that if upon surveying the matter 
with members of the committee, if we want to appoint a doctor to 
make an examination for the committee, you will cooperate ? 

Mr. Mortson. Absolutely, sir, at any time. Just give us very short 
notice, and we can arrange it promptly. 

Senator Kerauver. And I imagine, Mr. Markel, if after consulta- 
tion between the members of the committee, we want to designate a 
physician to make an examination of your client, you will cooperate? 

Mr. Marken. Mr. Chairman, thank you. I would consult his per- 
sonal physician, Dr. Reisinger, who wrote the letter. Dr. Reisinger 
doesn’t need any introduction in the record as a cardiologist. 
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Senator Krravuver. No, except that his letter is very brief. 

Mr. Marken. That is right: It was inadvisable. We never said 
that he could or wouldn’t come, He said it would be inadvisable, and 
this came after careful consultation. My point is—I want to repeat— 
that his direct statement would include nothing more than you have 
now in these documents. 

If there is anything that needs explaining 

Senator Kerauver. Very well. Of course, there would be many 
questions 

Mr. Marker. Could I advise the committee of —— 

Senator Kreravuver. That would be, and should be, asked Dr. Welch, 
I am sure. 

Mr. Marxex. Could I advise the committee or report to the com- 
mittee on this tomorrow ? 

Senator Krerauver. Could you do what? 

Mr. Marken. Report to the committee on this tomorrow, if after 
consultation ' 

Senator Krrauver. We would rather survey the matter with the 
members of the committee. If we want to have an examination made, 
we will get in touch with you. 

Mr. Marken, If the committee would like to have an examination, 
Dr. Reisinger would be the man to examine him, 

Senator Kerauver. All right, thank you very much. 

Mr. Marken. But I will add this: If you feel that strongly about 
it, then he will come. That is the way I would like to leave it. 

Senator Kerauver. We don’t want to impair anybody’s health. We 
want to get all the facts we can. But we will have to, I think, largely 
leave it with him and his physician as to whether he wants to appear, 
whether he can appear, or what he wants to do about it. 

Mr. Marken. He wants to appear, but his physician and I have 
decided that for him. But we will review our decision, in view of the 
interest that you have expressed. *I certainly will get in touch with 
Dr. Reisinger right away and report back tomorrow morning. 

Senator Kerauver. Mr. Dixon, will you and Mr. Engelstad take the 
stand so we can hear you better. Mr. Francis Engelstad is a super- 
visory accountant on loan from the Genera] Accounting Office, a very 
fine and able accountant who can analyze books and records and advise 
the subcommittee as to what they show. 

(Discussion off the record.) 

Senator Kurauver. In order to have more time for everybody to 
examine the exhibits which will be presented and which have been 
referred to in my statement, we have decided to defer this hearing until 
10 o’clock in the morning. 

The committee will come to order just a minute. 

Anything that has been said, of course, by the lawyers—I believe 
Mr. Markel put some documents in the record—and anything that has 
been testified to by them this morning is a part of the record. 

Anything else is not a part. of the record and is not subject. to be 
written about until we have our hearing in the morning, at which time 
they will be identified in detail as to just what is contained in the 
voluminous documents in our hands. 

We stand in recess until 10 in the morning. 

(Whereupon, at 11:35 a.m., the hearing was recessed, to reconvene 
at 10 a.m., Wednesday, May 18, 1960.) 
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WEDNESDAY, MAY 18, 1960 
U.S. SENATE, 


SupcoMMIrrer on ANTITRUST AND MoNopoOLy, 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:10 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver (chairman), Carroll, Hart, Dirksen, 
and Hruska, 

Paul Rand Dixon, counsel and staff director; Donald P. McHugh, 
counsel; Horace L. Flurry, counsel; Peter N. Chumbris, counsel for 
the minority; Nicholas N. Kittrie, counsel for the minority; Philip 
R. Layton, assistant counsel; Thomas C. Williams, attorney; Dorothy 
D. Goodwin, attorney ; Bushrod Howard, attorney; Dr. John M. Blair, 
chief economist; Dr. E. Wayles Browne, Jr., economist ; Dr. Irene Till, 
economist ; Paul S. Green, editorial director; and Gladys E. Montier, 
clerk. 

Senator Kerauver. The committee will come to order. 

Mr. Engelstad, will you come around? All right, Mr. Dixon. 

Mr. Drxon. Mr. Chairman, before we start with Mr. Engelstad, 
by a subpena duces tecum, as cited in your opening statement, we 
secured documents from Dr. Welch and from MD Publications, Inc. 
Then following a letter from you to Secretary Flemming, we received 
documents from the Health, Education, and Welfare Department. 

_ (At this point in the proceedings, Senator Carroll entered the hear- 
ing room.) 

r. Drxon. Our exhibit numbers up to now have reached 445. They 
are getting a bit unwieldly. In addition, because of the way these doc- 
uments were furnished to us, each one has identification on it. For 
instance, the documents we obtained from Dr. Welch have had “W” 
marked on them, and there are one or two documents marked “MM,” 
reflecting that it was furnished by Mr. Markel, his counsel. The 
MD Publications, Inc., documents are marked “MD.” The Health, 
Education, and Welfare documents are marked “HEW.” 

We have numbered these documents so that they will be more mean- 
ingful, running from exhibit 1 through 217-A. I will suggest before 
Mr. Engelstad is asked to testify that all of these documents be re- 
ceived in the record, exhibits 1 through 217-A. 

Senator Dirksen. Mr. Chairman, I have no objection to having all 
the documents in the record. I think it is important, however, as to 
how they appear in the record from the standpoint of the development 
of this matter. 
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Now, as I understand it, Mr. Engelstad is from the General Ac- 
counting Office. 

Senator Keravver. That is correct. 

Senator Dirksen. And he is going to testify on the financial aspects. 

Mr. Drxon. He is going to present to the subcommittee, Senator, a 
summarization of the financial aspects. 

Senator Dirksen. Yes. But before we get around to that, there has 
to be a foundation for this matter. 

Mr. Chairman, I would respectfully suggest and, in fact, insist that 
the first document that ought to go into this record would be the article 
that appeared in the Saturday Review. 

Mr. Dixon. That was put into the record yesterday. 

Senator Dirxsen. I am thinking in terms of the way they appear 
because it was that article that brought this to the attention of the com- 
mittee. I think that that document, as the initiatory document, ought 
to be first in this file. 

Mr. Dixon. Senator Dirksen; during the opening statement of Sen- 
ator Kefauver yesterday, he stated that this article and the letters 
and subpenas referred to in his statement, be placed in the record 
immediately following the statement. They are already in the record. 

Senator Dirksen. But, Mr. Dixon, I have been up since half past 5 
going through these files, and, frankly, I don’t think they are in good 
order as to the presentation of the case. 

Since I had no knowledge of this until the article that was referred 
to in the executive committee meeting, I think that ought to be the 
first article which brings it to the attention of the committee. 

Senator Keravuver. We will make the Saturday Review article by 
Mr. Lear of February 7, 1959, an exhibit. It will be copied in the 
record at this point. 

(The article referred to follows :) 


{From Saturday Review, Feb. 7, 1959] 
SR/RESEARCH—SCIENCE AND HUMANITY 
RESEARCH IN AMERICA 
THE CERTIFICATION OF ANTIBIOTICS 


Never before in the 3 years of SR/Research has mail from readers been as 
heavy as it has been since last month’s report on the dangers of overuse of anti- 
biotics. The letters published on the two pages following this one are propor- 
tionately representative of an overwhelming sentiment that such a study was long 
past due and that physicians, drug houses, and Government agencies concerned 
with protection of the public health share a grave responsibility to reform pre- 
vailing abuses. Deans and professors of medical and dental schools were es- 
pecially strong in commending the Saturday Review for an urgently needed public 
service. Amid the general approval, however, criticism was heard along two 
lines, and the responsibility that accompanies the privilege of a free press re 
quires that these be considered. Both are concerned with the licensing that 
precedes sale of antibiotics on the public market. In brief—who certifies the 
miracles performed by the miracle drugs? 

The first criticism was best expressed in a letter from Lynn Prouty, of Evans- 
ton, Ill., who identified himself as a technical and scientific writer for a large 
pharmaceutical house. “John Lear’s article, ‘Taking the Miracle Out of the 
Miracle Drugs,’ serves a useful purpose in calling attention to some of the ex- 
cessive advertising practices which prevail in the drug industry today, and to the 
hazards of the indiscriminate use of antibiotics,” he wrote. “While not wishing 
to appear to condone the above-mentioned practices, I would like to mention 
several * * * points: 
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“(1) Mr. Lear gives the impression that the doctors’ only sources of infor- 
mation about new drugs are detail men and advertising, both by direct mail and 
in journals. He does not mention the professional literature which is generally 
prepared by the medical departments of drug houses rather than their adver- 
tising departments. Such literature usually consists of a small brochure, tech- 
nically and factually written, and containing sections on precautions and toxic- 
ity as well as full information on the chemistry, pharmacology, and clinical ac- 
tion of the drug. It is available only to members of the medical profession and 
pharmacists on their request either directly or through the detail man (pro- 
fessional standing is verified by means of medical directories). This literature is 
available when the drug is first put on the market. 

“(2) This literature, as well as detailed reports of the chemistry, pharma- 
cology and clinical investigations (usually unpublished) on any new drug, is 
required by Federal law to be submitted to the Food and Drug Administra- 
tion for approval before the drug can be marketed, a fact which is not men- 
tioned by Mr. Lear. The FDA carefully reviews all submitted information, and 
decides whether the clinical and pharmacological data are sufficient, whether 
the toxicity is low enough, and whether the literature is accurate and complete. 
On this basis, the FDA accepts or rejects the drug for marketing. If it is 
rejected the drug company may undertake further investigations, attempt to 
obtain more data, or rewrite the literature. The ‘burden of proof’ which Mr. 
Lear discusses in connection with the possibility of an independent medical 
agency has already been placed on drugmakers by existing law. 

“(3) While excesses in advertising, such as the apparent endorsing of a new 
product by nonexistent doctors, are misleading and even potentially dangerous, 
it should be considered that advertising, both direct mail and journal, is at 
present the drug industry’s primary means of announcing the existence of a 
new drug to doctors. Furthermore, though ads are almost always too limited in 
space to contain full information about the drug, many medical ads contain 
the note ‘Professional literature is available upon request.’ 

“For the sake of fairness, facts such as these should be at least mentioned 
in a scientific article.” 

This is a straightforward, reasonable statement and I thank Mr. Prouty for 
making it, I also thank Mr. Thomas P. Lewis, president of the Pharmaceutical 
Advertising Club of New York, for a somewhat similar challenge. However, a 
eareful rereading of the original SR report on antibiotics may indicate that 
it was not my intention to convey the impression that physicians depend on drug 
salesmen and drug advertisements alone for their information about anti- 
biotics. I specifically referred at one point to “reports in the medical literature” 
and I quoted from particular reports in medical journals. It is, of course, the 
professional journals that mean most to a physician because it is in them that he 
reads how actual patients of other doctors respond to actual treatment by the 
new medicines. 

Mr. Prouty may be right in arguing that I should have mentioned the brochures 
that drug manufacturers are required to prepare for the guidance of those who 
buy the drugs. These pieces of literature must be approved by the Food and 
Drug Administration (we honor that agency’s hard-working inspectors with the 
badge in our masthead photograph) and the phraseology in them is considerably 
closer to the known facts than is true of most drug advertisements. 

It is still possible, though, for a drug maker to talk about synergistic effect 
(enhanced potency due to coupling of drugs) in an antibiotics brochure; he can 
say the effect is brought about in test tubes, and that much is true. The Food 
and Drug Administration will allow the statement to pass; but test tubes aren’t 
people, and there is no incontrovertible evidence that any combination of anti- 
biotics has ever cured a person of a disease that wouldn’t have been cured by 
one of the drugs in the combination or by skillful use of the individual com- 
ponents separately. Anyhow, the brochures are required to be sent only with 
bottles of antibiotics, and, as everyone knows, most bottles go not to doctors 
_ > drugstores. The physician generally gets the brochure only if he asks 

or it. 

The second point Mr. Prouty’s letter raises is even more complex. The Food 
and Drug Administration’s control over the marketing of antibiotics depends 
on what the word “control” means. New antibiotics—new drugs of any kind— 
come onto the market legally through applications filed by the manufacturer under 
section 505 of the Federal Food, Drug, and Cosmetic Act. Section 505 provides 
only that the new drug be harmless to humans when used in the dosages and for 
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the ailments specified. A bottle of ordinary water would qualify for sale as medi- 
cine because water is assumed to be nonpoisonous to the human animal. Whether 
the water would actually do a sick man any good if the man were naive enough 
to buy it is a question that is not examined under 505. Section 505 is thus an 
opening through which medicine men of the shadier types have sometimes in the 
past been able to cheat the credulous with harmless and useless nostrums. 

The New Drug Bureau of the Food and Drug Administration struggles to draw 
this loophole as tight as possible by maintaining routine contact with other Food 
and Drug Administration bureaus concerned with such questions as fraud. 
Obvious transgressors are advised at the time their drug applications are granted 
that if a worthless product is actually put on sale, action will be brought under 
other, sharper toothed sections of the law. Fortunately for the drug maker, 
unfortunately for the drug buyer, such disciplinary action must be taken through 
the courts except in those cases where the public health is immediately en- 
dangered. And Food and Drug Administration must prove to the court’s satis- 
faction that the drug lacks its purported powers. At the speed with which new 
antibiotics are adopted by doctors today, it is quite conceivable to me that a use- 
less antibiotic that slipped through section 505 could pay for itself before the 
courts got around to cracking down. 

Men to whom I have talked in the Antibiotics Division of the Food and Drug 
Administration tell me a thing like’ that simply couldn’t happen with an anti- 
biotic. They go so far as to say that safety tests of antibiotics, by their very 
nature, automatically guarantee the potency of the tested drugs. A number of 
prominent medical researchers who are thoroughly versed in antibiotic therapy 
refuse to accept such statements. I am not a physician, so I am not qualified to 
judge the issue on its medical merits exclusively; but as a matter of common- 
sense I cannot help wondering if it is true that safety automatically assures 
efficacy in an antibiotic, why do the very Food and Drug Administration officials 
who say this plead for a law that would specifically demand efficacy as well as 
safety in every new antibiotic? The contradiction leads me to suspect that the 
drug policemen know that safe-but-not-so-potent antibiotics either already have 
or possibly could in future slip through section 505 onto a gullible market. 

Well over three-fourths, perhaps as much as nine-tenths, of the volume of 
antibiotic drugs being marketed today are sold not under section 505 but under 
another provision of the Food and Drug Act, section 507. Section 507 requires 
testing of samples of every market batch of every drug under its Jurisdiction 
for potency as well as for safety. Here the burden of proof does fall on the 
drugmaker to this extent: The drugmaker must pay for whatever tests are 
required to satisfy the Food and Drug Administration. However, the law is 
worded to put pressure on the Food and Drug Administration to complete the 
test “within the shortest time éonsistent.” Since the drugmakers are the only 
other parties to the arrangement, they are the only ones the Food and Drug 
Administration could hope to please by speeding up the tests. The drugmakers 
frequently praise themselves for the high percentage of research spending they 
put into drugmaking but I have never read a piece of drug literature which 
crowed over the proportion of those research moneys that was spent to meet the 
exacting standards of a drug law. Has it occurred to the more enlightened 
drughouses to undertake such a job? 

Worse things could happen to us than a tougher drug law. Section 507 
of the present act is not the all-inclusive protection it might appear to be 
from Mr. Prouty’s letter. It is worth repeating that this section requires 
potency as well as safety tests for all antibiotics wnder its jurisdiction. The 
catch here lines in the italicized phrase. For section 507 applies only to 
antibiotics individually identified by vote of Congress as certifiable antibiotics. 
The law as it stands lists seven of these drugs. They are: penicillin, strepo- 
mycin, dihydrostreptomycin, chlortetracycline, tetracycline, chloramphenicol, 
and bacitracin. Three times as many antibiotics are not certifiable, hence in- 
dividually immune to the potency requirements of section 507, insofar as they 
are marketed in fixed combinations with one or more of the seven certifiable 
antibiotics, the much larger troupe of noncertifiables must pass some scrutiny 
beyond giving assurance of safety in the tandem drugs into which they are 
incorporated. When the new noncertifiables are used alone, their only potency 
test is the acceptance of the marketplace itself. And even where new com- 
binations of certifiables are judged, the Food and Drug Administration never 
presumes to say whether a new antibiotic is better than, or even as effective 
as, the antibiotics which are already on the market and available for distribu- 
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tion through patent assignment. In short, the drug law in its present form 
is an open invitation to drug manufacturers to snow ‘the doctors under with 
a steady stream of new “wonders,” one of which supplants another at such 
a rapid rate that druggists are beginning to complain about accumulation of 
unsold, outmoded, and unreturnable stocks running into hundreds of dollars 
of investment. 

In noting this, I come again, as I did in my original study of antibiotic abuses, 
to the crux of the intricate problem of overuse of ‘the so-called miracle drugs. 
Combinations of antibiotics are being prescribed by some doctors as an easy 
substitute for painstaking diagnosis. I gather, from the letters physicians 
have written to me, that the practice is being fought by a rapidly growing school 
of conservative thought within the medical profession. It is being condoned 
by another school, whose principal contention, as I understand it, it is that 
diagnosis inevitably entails a modicum of guesswork, and the doctor might 
as well cover all 'the guesses that seem reasonabie in one treatment. Besides, 
this school argues (against loud shouts of “oversimplification” from the first 
school) that antibiotic combinations give rise to fewer strains of antibiotic- 
resistant infecting organisms than is the case with individual antibiotics. 

The second line of criticism that arose in the wake of my original antibiotics 
report runs as follows: Why stop with the doctors and the drug advertisers? 
Why not follow the inquiry to its logical place in the Government? 

Several prominent medical men directed my attention to a peculiar duality. 
Dr. Henry Welch (he holds a Ph. D. degree but he is not a doctor of medicine) 
is the Director of the Division of Antibiotics of the Food and Drug Administra- 
tion. In that post he is responsible for regulation of licensure and marketing 
of antibiotics. Dr. Welch is at the same time paid for serving as editor in 
chief of Antibiotics and Chemotherapy and Antibiotic Medicine and Clinical 
Therapy, two journals which derive substantial income from drug advertising 
and from sale of reprints of articles which drughouses habitually buy in many 
thousands of copies. Is this a proper relationship? Does it not raise a dis- 
turbing question of conflict of interest? 

These were questions which had to be put to Dr. Welch directly and frankly. 
I telephoned him at his office in Washington, D.C., and asked for an appoint- 
ment. He quickly granted my request, saying “I was on the point of writing 
you a letter about some mistakes you made in your article on antibiotics.” The 
subsequent interview lasted for 2 hours of a weekday morning. 

I opened the interview by asking Dr. Welch to tell me where my report of 
January 3 had erred. He pointed out several sentences in a copy of the Satur- 
day Review that lay open on his desk. I recognized the passages as quotations 
from articles in respected medical journals. In one, from the New England 
Journal of Medicine, a professor of medicine had described an experiment par- 
ticipated in by medical students. After studying drug ads, the students 
reported that drugs sometimes appeared on the market before medical journals 
earried any description of their successful clinical use. Dr. Welch said these 
statements were false and that I, as SR’s science editor, knew they were false 
when I published them. Anyhow, he said doctors Aren’t naive enough to be 
fooled by ads. He said further that the dangers of antibiotics had been ex- 
aggerated by one of the eminent researchers I quoted—Dr. C. Henry Kempe, 
of Denver. He summoned an aid to support his view. He conceded that 
patients had died from too enthusiastic dependence on the miracle drugs by some 
physicians. He admitted that some doctors had innocently sacrificed their own 
children by premature prescriptions of new antibiotics. But he would not 
allow me to turn these concessions into a defense against his charge of exag- 
geration. 

I mentioned that physicians of stature had told me that they considered 
Food and Drug Administration’s controls over new antibiotics less stringent 
than the controls maintained by the National Institutes of Health over biologicals 
such as vaccines. Dr. Welch said my informants “spoke from ignorance.” 
Could deans and professors of medicine be so ignorant of their own specialties? 
I put the doubt mildly, trying not to give offense, for the men we were talking 
about actually spoke with the authority of medical accreditation. Dr. Welch 
insisted that no outsider could possibly know the number of clinical cases his 
investigators required to document the efficacy of an antibiotic; the information 
was confidential by law. The aid he had earlier brought into the conversation 
agreed that this was so. Later, however, in commenting on my report of cur- 
rent attempts to organize a private drug appraising agency for physicians, Dr. 
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Welch said—and his aid again concurred—that any doctor could get a depend- 
able balance sheet on any antibiotic’s clinical performance merely by telephon- 
ing Dr. Welch’s office. The aid inferentially confirmed what Food and Drug 
Administration’s critics had said that in some antibiotic certifications the num- 
ber of clinical cases cited was low. He defended the procedure on the grounds 
that fewer cases are needed when the researchers involved are known for their 
thoroughness. He named one of the men I had quoted, Dr. Maxwell Finland of 
Boston, as a thorough dependable. Dr. Welch seconded this expression of re- 
spect for Dr. Finland’s research. But he continued to insist that criticisms 
of Food and Drug Administration arose “from ignorance.” 

All this was beside the main point on which I had sought the interview with 
Dr. Welch. My purpose was not to analyze the minor rights and wrongs of the 
SR report on antibiotics. My principal concern was the larger matter of the 
propriety of having Dr. Welch, key Government administrator of the laws regu- 
lating antibiotics, serve at the same time as editor in chief of two controlled- 
circulation journals which receive substantial income from drug advertisements. 
To avoid embarrassing Dr. Welch before his subordinate, I asked to be allowed 
to put some questions to Dr. Welch alone. Then, in private, I inquired for Dr. 
Welch’s view on a possible conflict of interest between his Food and Drug 
Administration job and his editorship of the two antibiotics magazines. I felt 
that I owed him utter frankness, so | told him it was said by some doctors that 
he, Dr. Welch, derived significant income from the two journals. 

“Where my income comes from is my own business,” he said sharply. This, 
I thought, was a rather extreme view for a man in public office to take. Ap- 
parently he had some second thoughts about it himself, for after a pause he 
added: “I have no financial interest in MD Publications (the company that owns 
Antibioties and Chemotherapy and Antibotic Medicine and Clinical Therapy). 
My only connection is as editor, for which I receive an honorarium. I enjoy 
editing those journals and I don’t intend to give them up.” He didn’t volunteer 
the amount of the honorarium or indicate what share of his income is repre- 
sented. Nor did he mention Medical Encyclopedia, which publishes the proceed- 
ings of an annual antibiotics symposium edited by Dr. Welch. I didn’t press him 
for the figures. Conflict of interest, if it exists, is a matter of princple. Was it 
possible for Dr. Welch to remove the prestige and authority of his office from 
what he said editorially? At least once that I knew of, his statements of general 
endorsement of antibiotic combinations had been reprinted and mailed out to 
doctors by a drugmaker along with ads for a particular combination drug and a 
drug house medical director’s letter specifically linking Dr. Welch’s words to that 
one drug. When I mentioned this episode, Dr. Welch commented: ‘Lots of re- 
prints of my papers have been sent out. *That can happen to anybody’s reprints.” 

He said he had founded the first of the two journals in 1950 in order to provide 
a place where reports on the spectacular progress of antibiotic medicine could 
be published. Before he acted, he said, he had obtained the approval of the 
Commissioner of the Food and Drug Administration and the executive officer of 
the Department of Health, Education, and Welfare. He volunteered that the 
dual relationship had been under criticism several times in the past, and that 
one occasion the drugmakers had started an investigation which he said was 
dropped after they scrutinized the record. “I know I’ve been criticized,” he 
said. ‘Anybody who ever tries to do anything is critized.” 

I must in fairness to Dr. Welch say that in my opinion to question of conflict 
of interest between his Government job and his private activity is not a responsi- 
bility that rests on his shoulders alone. The whole Food and Drug Administra- 
tion and, indeed, the whole Department of Health, Education, and Welfare, are 
involved by the prior approvals of his original connection with the two drug 
magazines and the tacit approval of his editing of the symposia proceedings. 
Food and Drug Administration has recently withdrawn its joint sponsorship of 
the symposia. Whether the enormous growth of antibiotics in medical commerce 
may be interpreted as cause for reconsideration of the agreement concerning 
Dr. Welch’s other editorial activities is a question which should fall within the 
purview of U.S. Senator Jacob Javits’ proposed code to define conflicts of interest 
wherever they occur. 

The conflict-of-interest problem becomes more acute when a public official 
throws the weight of his authority and prestige in favor of one side of a medical 
controversy and does so in a journal of which he is editor and which derives 
substantial income from drug advertising including advertising for the con- 
troversial drugs. Dr. Welch has consistently maintained an editorial point of 
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view in Antibiotics and Chemotherapy and Antibiotic Medicine and Clinical 
Therapy in support of his conviction, first enunciated in November 1956, that 
modern medicine is undergoing “a distinct trend, perhaps a third era” in which 
“combinations” [of antibiotics] * * * particularly synergistic ones, will be 
customarily used.” 

Again in fairness to Dr. Welch it must be pointed out that he has permitted 
dissenting opinions to be expressed in the pages of the journals for which he is 
responsible. There his point of view has been challenged vigorously by medically 
trained members of the editorial boards of the two magazines, One dissent, 
published in the January 1957 issue of Antibiotic Medicine and Clinical Therapy, 
questioned any implication that combination drugs were more efficacious than 
the components of the combination when prescribed alone. That disclaimer 
was signed by a score of the top medical researchers in the country, who took 
the occasion to say, of the then most recent antibiotics symposium sponsored by 
Food and Drug Administration and the two journals which Dr. Welch edits: 
“Unfortunately, much of the clinical information presented had the sound of 
testimonials rather than carefully collected and adequately documented scientific 
data.” More recently, the May 1958 issue of Antibiotics and Chemotherapy 
earried a letter to the editor from Dr. Selman A. Waksman, “father of anti- 
biotics,’ complaining against careless definitions of supposedly new species of 
micro-organisms and pointing out that other scientific journals “have adopted the 
practice of avoiding trade names for antibiotics in scientific papers.” 

Dr. Welch told me he takes personal responsibility for advertisments which 
appear in Antibiotics and Chemotherapy and Antibiotic Medicine and Clinical 
Therapy. He said he reads and approves every ad those two journals print. 
He is not officially responsible for the general abuse of antibiotics advertising. 
Responsibility for that, insofar as there is a clearcut responsibility in Govern- 
ment, rests with the Federal Trade Commission. An FTC staff lawyer has 
already solicited the documentation for my original antibiotics report. 

Other people think that senders of misleading ads through the mails could 
be prosecuted under the postal laws. And I am hopeful that the Securities 
and Exchange Commission may look into the relationship between sudden zooms 
in quotations on drug stock prices in Wall Street and the “tips” on new anti- 
biotics which occasionally appear in financial journals before being reported in 
the medical journals. Perhaps I am unduly squeamish, but I find a bad taste 
in my mouth after reading how a drughouse has taken doctor-delegates at a 
medical convention on a tour of the stock exchange. 

There is one more major question to be raised before the story of antibiotics 
abuses is complete. Are there enough doctors in this country? Might a larger 
supply of doctors relieve the time pressure which now contributes to hasty diag- 
noses? On this issue I recommend two volumes now in the bookshops and 
libraries, ‘‘The Doctor Business” by Richard Carter (Doubleday) and “Before 
We Sleep” by Hank Bloomgarden (Putnam’s). For another possible solution 
to tthe prevailing plethora of antibiotics with their attendant hazards, cast an 
eye on the page opposite this one. The next great development in preventive 
medicine is already looming large on the research frontier. 


JOHN Lear, Science Editor. 


Senator Dirksen. Now, Mr. Chairman, since the Lear article refers 
to a conflict of interest, I think it is necessary in the interests of orderly 
procedure to determine how this thing began, and that brings into con- 
text the memorandum of Mr. Welch to his superior on the 7th day of 
November 1950. 

I think, Mr. Dixon, that memorandum from Mr. Welch to his su- 
perior, Dr. Dunbar, is in this file, too, is it not ? 

Mr. Dixon. It is, sir. 

Senator Dirksen. It isin Thermofax form. 

Mr. Drxon. May I explain how I propose to make these meaningful 
to you, sir, after they are in the record? What we propose to do is 
that after all of these documents have been made a part of the record, 
Mr. Engelstad would explain his summaries which are offered as 
exhibits 210, 211, 212, and 213. After the documents are in the record, 
I propose to do just what you have suggested should be done: to pro- 
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ceed in order under the first heading of Dr. Welch as a Government 
official, and point out to you the meaningful documents in this rec- 
ord on that subject, just as you have suggested. They will be referred 
to under the exhibit numbers in the record, which we believe will be 
meaningful. 

Senator Dirxsen. But, Mr. Dixon, you get the cart before the 
horse. You get the conclusion before we have had a foundation, you 
see. 

Now, I go back to November 1950—first, the Lear article, because 
that is when it came to our attention of it. Then the memorandum 
of Mr. Welch to his superior, Mr. Dunbar, as to how this activity 
got underway. 

That explains in some detail what the need was for it and what 
was proposed to be done. 

Senator Krrauver. Senator Dirksen, what we propose is to discuss 
Dr. Welch even before the time when he was made head of the Anti- 
biotics Division. ' 

Senator Dirxsen. Yes, but then we don’t need the General Ac- 
counting Office testimony on these income figures until this founda- 
tion is laid. 

I think in all fairness that should be done, because I have been 
through a good many of these yesterday afternoon and last night. 

I hold no brief for anybody, Mr. Chairman, but I just want to 
see that they are fairly treated and that conclusions are not reached 
until all the explanatory material is in its proper place in the record; 
and that begins in 1950 by Dr. Welch’s memorandum to Dr. Dunbar. 

So, in sequence, that is the next thing, because it indicates how 
this activity, this consulting service and publishing service, was 
initiated. 

Mr. Drxon. I would propose to begin before 1950, with his em- 
ployment in 1938, sir. 

Senator Dirksen. That will be perfectly all right. 

Senator Krrauver. We have the records from M.D, Publications, 
Ine., which have been subpenaed, and the records from Dr. Welch 
which are not his official records in the Government but concern his 
business. Then we have the Department of Health, Education, and 
Welfare records which have been returned in response to the letter 
I sent Dr. Flemming. All these will be made a part of the record as 
Exhibits 1 through 215-g¢. 

(Exhibits 1 through 215-gg may be found beginning on p. 12213, 
followed by the “Introduction and Summary” on p. 12797.) 

Senator Dirksen. Mr. Chairman, there is no objection to putting 
those in. Those will follow what we agree on should be the first part 
of this record. 

(At this point in the proceedings, Senator Hruska entered the hear- 
ing room. ) 

Senator Dirksen. Now, we want to get the biographical data of 
Dr. Welch. That will follow the Lear article because the Lear article 
actually pioneered this. 

Mr. Drxon. Senator, I propose to satisfy your desire by developing 
these documents that have been made a part of the record, I will 
refer to them by number so that you can locate them. 
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Senator Dirxsen. Mr. Chairman, that whole file offered real diffi- 
culty in spelling this thing out in orderly process, and that is the 
reason that I feel that I should insist the thing begin with the Lear 
article. That is all I know about it. 

I had to go back and comb through all the file and additional files 
to see how this thing started. That is when I encountered Dr. Welch’s 
memorandum to his chief, Dr. Dunbar. That is the proper place to 
start, except that you could put in biographical data before that 
time. 

Now, in preferable order there should appear the General Counsel’s 
memorandum dated November 24, which was addressed to the execu- 
tive assistant of the Federal Security Division, raising certain points 
with respect to the Welch memorandum. Now properly, that should 
come next. 

Then, following that will be a further memorandum by Dr. Welch 
to his superior, Mr. Dunbar, dated November 28, which seeks to clari 
the points raised by the General Counsel of the Federal Security Ad- 
ministration. 

Then there should follow the memorandum dated December 6, 
signed by John Thurston, Office of the Administrator, Federal Secu- 
rity Agency, which was addressed to Dr. Dunbar, Commissioner of 
Food and Drugs, in which he concurs in the request to accept editor- 
ship of a journal called the Quarterly Review. 

Now, after that, I don’t care. But I want it to be shown that this 
was authorized from the top in that agency, and we can let the chips 
fall where they will from that point on. 

Senator Kreravuver. Senator Dirksen, if you will observe exhibit 1, 
you wiill see it also carries the designation “MM.” “MM” means Mr. 
Michael Markel. The exhibits titled “HW” refer to Henry Welch, 
and “HEW” to the Department of Health, Education, and Welfare, 
and so on. I believe the exhibits are in the order which you have 
set forth here. 

Senator Dirksen. The Lear article is not. 

Senator Krrauver. The Lear article has already been made a part 
of the record as exhibit 218. Then the others follow. So that is the 
way they would be developed. 

We want to have them listed in numerical order so that they can 
be easily identified. They will start from the very beginning and 
go on through, as you have suggested. 

Senator Dirksen. It is proposed to put the income figures in first, 
and the income figures should be presented for the record after this 
foundation material has been submitted. 

No reader of this record could follow it properly unless it is in the 
order in which I have suggested, and so I find no objection to this file 
being built up, except to be sure that all these steps are taken. 

Senator Carroty. If I understand the Senator from Illinois, it is 
just a question of the order of proof. 

Senator Dirksen. That is right. 

Senator Carroii. Just for an orderly presentation, is it not ? 

Senator Kerauver. That is right. I think I should point out that 
exhibit 1, also titled “MM1,” is Mr. Markel’s letter to the committee 
of May 2, 1960, in which he sets forth on page 3 the formula that was 
followed insofar as compensation to Dr. Welch is concerned. 
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All these documents are now in the record. 
Senator Dirxsen. I know, Mr. Chairman, but, Mr. Chairman, this 
is conclusive material here and should not be inserted in this record 
until it is established how Dr. Welch got into this business. 

That is the reason these preliminary documents, in my judgment, 
are quite important. 

Senator Kerauver. I have no objection to that. The documents 
are all part of the record. 

Do you want to identify the documents, then, Mr. Dixon? 

Mr. Dixon. Yes, sir. 

May I make this general statement, Mr. Chairman, for Senator 
Dirksen’s benefit? The first thing we propose to do is to look at Dr. 
Welch as an official of the Food and Drug Administration in charge 
of antibiotics; that is the question that, you brought up, Senator. 
Then the second thing we propose to do is to look at Dr. Welch’s ac- 
tivities for compensation and profit as an editor and publisher of 

magazines and books. Then the third thing we propose is to call 
your attention to the several occasions when the problems raised by 
Dr. Welch’s outside activities were brought before his superiors and 
the manner in which these problems were dealt with. 

I think that is exactly what you had in mind, isn’t it, Senator? 

Senator Dirksen. Yes, except in Mr. Markel’s letter there is an 
income formula which did not appear until after his activities had 
been initiated, had been ap aad by the Commissioner of the Food 
and Drug Administr ation, bed been approved by the Federal Secur- 
ity Administration, and then ran on for quite some time. 

So I just want to see that is done in chr onological form. 

Mr. Dixon. We can do that. 

Senator Kerauvsr. All right. 

Let the record show Senator Carroll and Senator Hart are here. 
Senator Hart has to leave temporarily to attend another committee 
meeting. Also present are Senators Dirksen and Hruska, 

The three files are part of the record and will be copied into the 
record. First are the papers submitted by Mr. Markel listed as 
“MM”. Following that are those listed as “HW,” which means Dr. 
Welch, and then “MD,” referring to MD Publications, Ine. 

Very well, Mr. Dixon, will you summarize the exhibits? 

Mr. Dixon. According to “Who’s Who in America,” volume 31, 
page 3069, Dr. Henry Welch was born in 1902 and he has a doctor’s 
degree in ‘bacteriology from Western Reserve University, which he 
received in 1930. Dr. Welch was appointed bacteriologist in the 
Food and Drug Administration in 1938. He is not an M.D., and 
this is made meaningful in the exhibit which has been received as 
exhibit 201, furnished by the Health, Education, and Welfare as No. 
51. 

Senator Kreravuver. Let’s make the entire “Who’s Who” statement 
a part of the record at this point. 

(The document referred to follows :) 


[From Who’s Who in America] 


Welch, Henry, government official; born Newburyport, Mass., July 16, 1902; 
son, John Henry and Nellie (McIntire) W.: Ph. B.: Brown U., 1925, M.S. 1928, 
D. Se. 1954: Ph. D., Western Res. U. Sch. Medicine, 1980; m. Mary Brownell, 
April 16, 1983; children—Laura Sumner, David Dickey. Charge sci. dept. 
East Providence (R.I.) High School, 1925-28; research fellow, sch. medicine 
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Western Res. U., 1928-30; dir. research Conn. State Dept. Health, Hartford, 
1930-38; asst. chief div. bacteriology U.S. Food and Drug Administration, 
1938-42, chief microanalytical div. 1942-45, dir. div. antibiotics since 1945; 
chmn. Am. type-culture collection Nat. Research Council, spl lectr. fed. food 
and drug control, Georgetown U.; cons. antibiotics, grad. council George Wash- 
ington U.; mem. research grant-in-aid com. antibiotics study sect. USPHS, 
1947-50, chemotherapeutic study sect., 1950-52; chmn. expert com. on biol. 
standardization WHO. 1958. Fellow Am, Pub. Health Assn.; mem. Washing- 
ton Acad. Sci., Am. Assn. Immunologists, Sigma Xi. Author: Antibiotic Prepa- 
rations—Generic and Trade Terms; Antibiotic Therapy, rev. edit. 1954. Editor 
in chief Jour. Antibiotics and Chemotherapy and Antibiotic Medicine and 
Clinical Therapy. Home: 4111 Beverly Road, Rockville, Md., Office: Dept. 
Health, Education, and Welfare, Washington 25. 

Mr. Drxon. The Department of Health, Education, and Welfare 
furnished us details of Dr. Welch’s employment since September 21, 
1947. 

In 1945, a Division of Penicillin Control and Immunology was 
created and Dr. Welch was placed in charge. That is found in exhibit 
201, or HEW 51. As Chief of this Division, he was in grade 15, with 
a salary range of $10,750 to $11,000. In 1951, this Division became 
the Division of Antibiotics, and Dr. Welch became its Chief, in grade 
GS-15, with a salary range of $11,000 to $14,450. 

It will be noted from exhibit 153, which is HEW No. 3, that on 
September 23, 1958, while continuing in his post as head of the Divi- 
sion of Antibiotics, his title was changed frem Chief, in grade GS-15 
at $14,450, to an ungraded position with a designation of Director at 
a salary of $17,500. This last appointment was made pursuant to sec- 
tion (1) (f) of Public Law 313 in the 80th Congress, as amended, which 
reads, as follows—— 

Senator Kerauver. When you come to a quotation, I suggest that it 
may be made a pa of the record. 

af Drxon. It is only one short paragraph, sir. The paragraph 
reads: 


(f) The Secretary of Health, Education, and Welfare is authorized to estab- 
lish and fix the compensation for not more than five scientific or professional 
positions in the Department of Health, Education, and Welfare, each such po- 
sition being established to effectuate those research and development functions 
of such Department which require the service of specially qualified personnel. 

Dr. Welch’s position was one of those five. 

At the time of Dr. Welch’s appointment to this special position by 
the Secretary, the Secretary Arthur S. Flemming, he having taken 
office, as I understand it, on August 1, 1958. 

In order to show the nature of Dr. Welch’s duties, I shall read some 
appropriate excerpts from the three job descriptions for Dr. Welch, 
furnished by the Department of Health, Education, and Welfare. I 
think that is what you had in mind, Senator. 

Senator Keravuver. That is which exhibit ? 

Mr. Drxon. I am going to read from 154, which came from Health, 
Education, and Welfare, as HEW 4. 

Senator Carroii. Let me interrupt just a moment. What was Dr. 
Welch’s title in 1950? 

Mr. Dixon. In 1950, he was Chief of the Division of Penicillin Con- 
trol and Immunology. 

Senator Carroti. Then you said something about 1951. What was 
his title in 1951? 
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Mr. Drxon. In 1951 he was called Chief, Division of Antibiotics, 
at the same grade 15, Then, in 1958, he became Director of the Divi- 
sion of Antibiotics. 

I shall read one paragraph from exhibit 154, HEW-4: 


As Chief of the Division of Penicillin Control and Immunology and subject 
only to the approval of the Commissioner of the Food and Drug Administration 
on broad questions of administrative policy I am finally responsible for, secure, 
and organize for the Commissioner of Food and Drugs scientific facts and 
opinions concerning the efficacy under conditions of use in or on the human 
body of all classes of antiseptic compounds, immunological products, and anti- 
biotics, as a basis for the formulation of policy for regulatory action under the 
Food, Drug, and Cosmetic Act and its various amendments. 

Senator Carroti. What is the date of that? 

Mr. Drxon. This covers his first job. The date is June 24, 1947, 
and this continued, of course, until May 21, 1951, when he became 
Chief of the Antibiotics Division. 

Senator Carroti. That is Dr. Welch’s statement ? 

Mr. Drxon. This is the Department of Health, Education, and 
Welfare’s job description of Dr. Welch during that period of time. 

I will now refer to exhibit 155, which is HEW’s No. 5, referring 
to the position Dr. Welch assumed in 1951. 

I can read the whole paragraph, but the only thing different in 
this document from his previous job description is that he was re- 
sponsible for the enforcement of the certification and regulatory pro- 
visions of the Food, Drug, and Cosmetic Act. 

Senator Carrott. What do you mean by “certification”? I ob- 
served somewhere in these exhibits, Mr. Chairman, a statement—I 
think in the 1950 letter, either going from Dr. Welch to Mr. Dunbar 
or to someone else—about a profit of some $800,000 to $1 million for 
accreditation or certification. I didn’t understand that. 

Mr. Drxon. Industry has to pay, under the so-called Certification 
Act, for having their drugs tested to see if they are certifiable under 
the act. 

Senator Carrot. Is this a fee, then, for chemical analysis? 

Mr. Drxon. It is, in substance. 

Senator Carrott. Which is assessed against the industry ? 

Mr. Drxon. It is, in substance. 

Senator Carrotu. And that fee goes to whom ? 

Mr. Drxon. It goes to the Government, Senator. 

Senator Carrot. The Federal Government? 

Mr. Dixon. That is right. It is paid into the General Treasury, 
I believe. 

Senator Hruska. Mr. Dixon, who handles the funds on those? 
How are payments made in that connection ¢ 

Mr. Dixon. I would understand they are paid into the general 
funds of the Treasury; first they go to HEW, which, in turn, I under- 
stand, turns them over to Treasury. 

Senator Hruska. But not the division that was in charge of Dr. 
Welch. It is to their fiscal division, and then turned over to mis- 
cellaneous receipts of the U.S. Treasury ; isn’t that the way it works? 

Mr. Dixon, I believe you are correct, sir. 

There is one other passaraph3 in exhibit 155 that appears for the 


first time in the job sheet under the subtitle “General.” I will read 
just this one paragraph. 
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Senator Carroti. Mr. Chairman, I think I ought to correct my 
previous remark for the record; I don’t want to leave the wrong 
impression. Though Dr. Welch may have initiated this program of 
certification, the money did go to the Treasury. I think in his letter 
he was talking about a profit that had been gained and that, if he 
was the Chief, he was entitled to some credit for it. But I don’t 
want to leave the impression, in any way, that these funds were han- 
dled by him or that there is anything improper about the certification. 
Mr. Drxon. That is correct. One of the documents reflects that, 
sir. 

This other statement I referred to in exhibit 155 on this job de- 
scription is as follows: 

The incumbent acts as consultant to the Commissioner, the Deputy Commis- 
sioner, and to other divisions of the Administration on questions involving the 
division’s field of work; for example, acts as consultant to the Division of 
Medicine on questions of drug bacteriology, immunology, etc., in connection with 
new drug applications. 

That was added in 1951 to his responsibilities. 

Senator Kerauver. After the money is paid HEW, my under- 
standing is that it is kept by HEW and used for symposia, rather 
than paid into the General Treasury. But that is something to be 
clarified later. 

Senator Hruska. There are documents in this exhibit here which 
indicate they are paid to the Treasury. I don’t know that it is of any 
great moment one way or the other. But if it is, I would be very 
glad to dig out the document which so said. 

Senator Kerauver. I don’t think it is of any great moment, but we 
will get that clarified. 

Mr. Dixon. Exhibit 156, which is Dr. Welch’s last job sheet, seems 
to continue this same responsibilities, but there appears to be one other 
thing of interest which I will read. It relates to his job description : 

Plans and directs the scientific activities of the Division basie to the anti- 
biotics program, including: (1) the conduct of research relating to the establish- 
ment of regulations governing standards, methods of assay, safety, and packaging 
and labeling requirements for all antibiotic products, and to the determination, 
in collaboration with the Bureau of Medicine of the Food and Drug Administra- 
tion, of the accuracy of therapeutic claims proposed for such products; (2) the 
conduct of tests of samples of each batch of such products made by each manu- 
facturer to determine potency, sterility, toxicity, pyrogenicity, histamine con- 
tent, moisture content, clarity, pH penicillin G content, and penicillin V content; 
(3) the establishment of cooperative programs with other divisions to supple- 
ment the research performed in the Division of Antibiotics with research per- 


formed in the specialized fields of other divisions, such as pharmacology and 
pharmaceutical chemistry— 


and so forth. 

Senator Krravver. There are so many documents, although I don’t 
want anything that is important not to be read, you might just call 
our attention to them with as brief an explanation as possible. 

Mr. Dixon. Now, with respect to Mr. Welch as an editor and pub- 
lisher. The predecessor to Medical Encyclopedia, Inc., the Washing- 
ton Institute of Medicine, Washington, D.C., asked Dr. Welch in 1950 
to edit a journal called the “Quarterly Review of Antibiotics.” 

After discussions between Dr. Henry J. Klaunberg, president of 
the Washington Institute of Medicine, and Dr. Welch, it was agreed 
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that Dr. Welch would become editor in chief of a monthly journal 
dealing with antibiotics and other chemotherapeutic sm 

Dr. Welch chose a board of editors consisting of doctors, some in 
Government and others outside, and he added “a representative from 
each of the basic manufacturers of the five certifiable antibiotics.” 
This will be found in exhibit 206-G, from HEW’s 56-G. 

Senator Dirksen. Mr. Dixon, does it show that the Washington 
Institute of Medicine is a nonprofit organization ¢ 

Mr. Dixon. We will show that; yes, sir. 

Exhibit 28, which is Dr. Welch’s HW 27-A, shows that the industry 
representatives on the board of editors included two from E. R. 
Squibb & Sons, two from Charles Pfizer & Co., and one from Merck 
Research Institute. 

The name of the magazine was “The Journal of Antibotics.” Its 
publication was to begin in January 1951. This is in exhibit 27, 
which is Dr. Welch’s No. 26. This exhibit states the purpose of the 
journal. It reads: : 






Lerrer To Be IssueD TO PROSPECTIVE SUBSCRIBERS AND CONTRIBUTORS 


Dr. : A new journal, Antibiotics and Chemotherapy, will be published 
by the Washington Institute of Medicine monthly beginning January 1951. The 
journal will be published under the direction of an editorial board which in- 
cludes the foremost scientists in the field of antibiotics and chemotherapy in 
the United States and abroad. It will constitute a monthly report on research 
and clinical application of the antibiotics. Worthy contributions in the field 
of clinical usefulness, pharmacology, fermentation, isolation, and development 
of the antibiotics will be accepted for publication. It will be the function of 
the journal to publish promptly important contributions in this field and thus 
bring to the attention of the practitioner the most recent information available. 

The Washington Institute of Medicine was incorporated as a non- 
profit organization, and owned a printing shop in New York City 
under the name of Arundel Press. That can be found in exhibit 7, 
which is Dr. Welch’s No. 6, ° 

During the same period of time in 1950, during the negotiations 
between Dr. Welch and Dr. Klaunberg as to the journal, the Washing- 
ton Research Foundation, a nonprofit organization, requested Dr. 
Welch and Dr. Charles Lewis to write a book on antibiotic therapy. 
The foundation was a nonprofit organization connected with the Wash- 
ington Institute of Medicine. 

Dr. Welch wrote to Dr. P. B. Dunbar, then Commissioner of Food 
and Drugs, that certain of the material to be used in the book would 
be “that obtained over the last 10 years through clinical studies car- 
ried out as a part of our position with the Administration. As you 
all know, we have accumulated large amounts of data in the field 
of antibiotics during the past few years and we are using this material 
to a considerable extent in writing the book.” 

That is exhibit 206, HEW’s No. 56-H. 

Senator Dirxsen. Mr. Dixon, what was the date of that last mem- 
orandum you referred to? 

Mr. Drxon. It is in exhibit 206. 

Senator Dirxsen. Is that Dr. Welch’s memo to Dr. Dunbar? 

Senator Carroty. That was November 7, 1950, wasn’t it ? 

Mr. Drxon. In exhibit 206, the cover sheet is dated December 6, 
1950. The page I just read from is dated November 7, 1950. 
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Senator Dirksen. I think you could very profitably read that entire 
memorandum into the record. 


Mr. Drxon. All right, sir. 
Senator Dirksen. Dated November 7. 


Mr. Dixon. The complete 206 or just the H section I read from? 
Senator Dirksen. It is a page and a half. 
Senator Kerauver. Very well. 


Mr. Dixon. That is 206 G and H, dated November 7, 1950, from 
Dr. Welch, Division of Antibiotics, to Dr. P. B. Dunbar, relating to 


Journal, “Antibiotics and Chemotherapy”; book, “Antibiotics 
Therapy.” 


For several years there has been a need for a journal dealing exclusively 
with antibiotics. On numerous occasions attempts have been made to estab- 
lish such a journal without success. A group of the New York Academy of 
Medicine 3 years ago attempted to organize a journal of this character but 
lack of funds prevented proceedings beyond the formative stage. A few months 
ago the president of the Washington Institute of Medicine, Dr. Henry J. 
Klaunberg, asked if I would edit a journal called the Quarterly Review of 
Antibiotics. This was an abstract journal, and, although I believed it would 
be valuable, I informed the institute that a regular manuscript journal would 
be much more to the point. After some discussion it was finally agreed that 
a journal dealing with antibiotics and other chemotherapeuatic agents would 
be well worth while. I was advised to be editor in chief of the journal and to 
pick an editorial board. 

I am attaching a copy of this board. All have accepted except those that 
have been crossed out. The board consists of over 60 of the most influential 
people in the field of antibiotics. The Armed Forces are represented by Cap- 
tain Babione of the Navy, Colonel Bauer of the Army, and Colonel Preston 
of the Air Force; the U.S. Public Health Service is represented by Dr. Eagle; 
and the Veterans’ Administration, by Dr. Walker. Both Sir Alexander Fleming 
and Sir Howard Florey of England, as well as Dr. Chain of Italy and Dr. 
Levaditi of the Pasteur Institute, have accepted editorship on the journal. In 
addition to those scientists in this country who have done most in the field 
of antibiotics, I have also included on the editorial board a representative 
from each of the basic manufacturers of the five certifiable antibiotics. 

The journal will be financed by the Washington Institute of Medicine, and 
an initial outlay of approximately $50,000 is necessary. It is not anticipated 
that the journal will be self-supporting at first, but in view of the recent de- 
cision following some conversations with the State Department for publishing 
this journal in Spanish as well as English, it may be that the journal eventually 
may make money. If this occurs, as editor in chief I may receive yearly hon- 
orariums, and this may of course be true also of certain of the other editors 
who are called upon to do relatively large amounts of editorial work. Even 
though this extracurricular activity does not deal with food, drugs, or cos- 
metics, I felt it desirable, as I indicated to you yesterday, that I should get 
clearance from you before entering any contractual arrangements. 

In addition to the journal, I have been asked by the Washington Research 
Foundation, which is a nonprofit organization connection with the Washington 
Institute of Medicine, to write a book on “Antibiotic Therapy” along with Dr. 
Lewis. Dr. Lewis and I agreed to do this some 3 months ago on the basis that 
it would be of considerable value to practicing physicians to have available a 
text outlining the newer advances in the field of antibiotics and including the 
recommended dosage regimens in those diseases where these drugs are effective. 
Certain of the material that we will use in the book is that obtained over the 
last 10 years through clinical studies carried out as a part of our position with 
the administration. As you well know, we have accumulated large amounts of 
data in the field of antibiotics during the past few years, and we are using this 
material to a considerable extent in writing the book. We feel that both the 
journal and the book constitutes a good public relations job so far as the Food 
and Drug Administration is concerned, and therefore we have not hesitated to 
utilize this material. As a matter of fact, without it the book could not be 
written. The great bulk of the writing of the manuscript has been done out- 
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side our regular working hours, but, as I indicated to you yesterday, I cannot 
unequivocally state that the collection of this data, its summarization, the com- 
pilation of bibliographies, and the necessary discussions concerning the content of 
the book have all been done outside office hours. The Washington Research 
Foundation has indicated to us that they shortly will prepare author contracts 
for Dr. Lewis and me, and before signing them I want to be sure that I have 
your approval. 
(Signed) Henry WELCH. 

Senator Kerauver. There seems to have been. an attachment to 
this. 

Mr. Drxon. What was that, Mr. Chairman ? 

Senator Keravuver. It says at the bottom, “Attachment.” What 
was that ? 

Mr. Dixon. The attachment contained, I believe, the names of the 
editors. Senator, we were not submitted the attachment, but it was 
referred to there when he said that the attachment listed those peo- 
ple on the editorial board. 

Senator Keravuver. All right, you may proceed. 

Senator Carrott. Mr. Chairman, may I ask a question at this point 
in relation to this letter of November 7, 1950? 

At one point in this communication, Dr. Welch said : 


I may receive yearly honorariums. 


Then I note at the very bottom of the first page he says to Dr. 
Dunbar: 


I should get clearance from you before entering any contractual arrange- 
ments. 


At the end of the letter it says again that: 


The Washington Research Foundation has indicated to us that they shortly 
will prepare author contracts for Dr. Lewis and me. 

Are we talking about two separate contracts: One having to do with 
a journal and editor in chief; me next, a contract to write a book? 

Mr. Dixon. That is right, sir. That is my understanding. 

Senator Kerauver. All right, what is next ? 

Mr. Drxon. On September 14, 1951, Dr. Welch stated to Mr. C. W. 
Crawford, Commissioner of Food and Drugs, that the book was not 
then off the press, and no profits had accrued, but that he and Dr. 
Lewis held contracts with the publisher under which he and Lewis 
would be reimbursed if the book made money. That is exhibit 6 from 
Dr. Welch. 

The acceptance of the editorship of the journal and the writing of 
the book was subject to approval by the Secretary, which we will go 
into later in this presentation. 

Senator Dirksen. First of ail, questions were raised by Mr. Wilcox, 
the General Counsel of the Federal Security, in a memorandum dated 
November 24, 1950. 

I think, properly speaking, that should come now, because it is 
addressed to the matter of: “Proposed publication and editorship by 
Dr. Welch, his memorandum, November 7, 1950, to Dr. Dunbar.” 

Senator Kerauver. It does come in that order of exhibits. 

Mr. Drxon. That is part of exhibit 206 that was just read. It does 
come to that point in exhibit 206—E, from the General Counsel to Mr. 
Leo Miller, executive assistant; several points are raised there. 
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We will read them later, but if you think they should be read 
now 


Senator Dirksen . You mentioned 1953. I did not want to see.the 
chronology disturbed because this letter to Miller, executive assistant 
to the General Counsel, is dated November 24. That is 17 days after 
Dr. Welch’s memorandum. 


Mr. Drxon. Allright, sir. If you want to get that chronology now. 
Apparently Commissioner Dunbar sent Dr. Welch’s request for 
approval to edit the new antibiotics journal to General Counsel Will- 
cox, for on November 24, 1950—which is what you referred to as 


exhibit 206-E—Willcox wrote a memorandum commenting on some 
of the problems raised. 


Principally, it was noted that it was both implied and stated—— 

Senator Dirksen. Why not read the whole memorandum ? 

Mr. Drxon. I will, sir. I am going to read all of this—that Dr. 
Welch would or might receive remuneration for his work, and this 


was thought to be apparently unobjectionable so long as the work was 
not done during office hours. 


I will read the memorandum of Mr. Willcox, dated November 24, 
1950: 


Several points are involved in Dr. Welch’s memorandum: 

1. It should be determined whether either of his proposals is inconsistent with 
Agency personnel policy as expressed in chapter C2, Personnel Guide 1, “Outside 
Work of Federal Security Agency Employees.” That determination is not one 
which this office can make, and in raising the question I do not mean to suggest 
a belief that any violation is involved. 

If either proposal were found to be inconsistent with the policy, the Admin- 
istrator would have authority to waive the policy or to amend it, subject to 
the limitations mentioned below. 

2. In the case of the journal I assume, although it is not expressly stated, 
that all work will be done outside of hours of official duty. In the case of the 
book it is stated that the great bulk of the work was so done, although it is 
admitted that some small amount may have been performed during hours of duty. 
In the former case it is stated, and in the latter implied (from the reference to 
author contracts), that the authors will or may receive remuneration for the 
work. 

Apart from the personnel policy forbidding outside work to be performed dur- 
ing hours of duty, I believe that it is illegal for officers or employees of the 
Government to receive compensations, other than their Government salaries, for 
work performed during hours of official duty, whether the work constitutes part 
of their official duties or constitutes “outside work.” If the amount of official 
time involved is insignificant, however, as I judge it to have been in Dr. Welch’s 
ease, I should not object if the administrative officers concerned were to apply 
the maxim de minimis non curat lex, and to disregard a trivial amount of official 
time spent on the project. 

3. The most difficult question relates to the materials which will be used in the 
preparation of the book. Dr. Welch does not describe in much detail] the sources 
from which these materials will be drawn, but he does state that in the case of 
the book use will be made of data accumulated by the Food and Drug Admin- 
istration in the course of its official duties. I assume that some of this material, 
at least, has not been published. (Whether any similar material will also be used 
in the journal, Dr. Welch does not indicate, and probably could not predict.) 

This point, again, is touched on in part in the personnel policy. 

I think it illegal for a Government employee to use for private profit data 
available to him because of his official position unless the data either have 
been published or are available to the public, or at least are available to other 
qualified writers who may wish to use them for a similar purpose. To my mind, 
such use of materials which do not meet one of these conditions would give the 
employee an unconscionable profit from work performed, by him or by others, 
at the Government’s expense. (From Dr. Welch’s memorandum it is clear 
that he proposes to use in the book specific clinical data officially acquired. 
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It is unnecessary, therefore, to consider the difficult distinction between experi- 
ence and general knowledge acquired by the employee, on the one hand, which 
may enable him to write a better book or interpret better given data, and on 
the other hand, the use of specific data or information not generally available.) 

Dr. Welch’s memorandum does not indicate whether the data he proposes to 
use are available to others. 

4. We have not considered whether writing done under these circumstances 
could be the subject of a valid copyright. That appears to us to be a matter 
between Dr. Welch and his publishers. 

General Counsel Willcox also referred to the Agency’s regulations 
concerning outside work, but states that his office could not make the 
necessary determination as to whether these regulations would be 
violated. HEW has furnished us with a copy of the work regulations 
in effect at this time. It is exhibit 158. 

Senator Carroty. When you say “at this time,” are you referring 
to the present time or to the time of the writing of these letters ? 

Mr. Dixon. To the time of the writing of these letters. 

Senator Keravver. I think reference should be made, although it is 
probably a lengthy letter, following Mr. Willcox’s memorandum, there 
then is a letter of November 28, 1950, from Dr. Welch to Mr. Dunbar 
which sets forth what he is going to do. 

Mr. Dixon. I was going to come to that in just a minute in the 
proper order, but I can read it now, if you wish. 

Senator Krrauver. Go ahead and follow your order. 

Mr. Dixon. All right, sir. 

These regulations that I have referred to, in exhibit 158 or HEW’s 
No. 8, and also exhibit 159, do not appear to be essentially different 
from those which they replaced and which were in effect. from June 25, 
1948, to August 16, 1950. 

Attention is especially directed to prohibited employment listed 
under Nos. 5 and 6 in the new 1950 regulations, contained in exhibit 
158-B, which appear to be identical with prohibited employments 
listed under E and F in the regulations in effect previously, referred 
to in exhibit 159-A. 

I will read No. 5 and No. 6 under “Kinds of Outside Work Not 
Permitted,” in exhibit 158-B. 


5. Work done for individuals, firms, organizations, or institutions that may 
be in a position to derive advantage through an official act of the employee or 
through influence that he can bring to bear as an employee of the Agency. 

6. Work which identifies the Agency or any of its employees with any organ- 
ization commercializing products relating to work conducted by the Agency or 
under its supervision or with any commercial advertising matter. 

That is in the disjunctive. It says: “or with any commercial adver- 
tising matter.” 

I will now read Dr. Welch’s reply to Mr. Dunbar, in reply to the 
counsel’s memorandum to Mr. Miller. It is dated November 28, 1950, 
and it is from Henry Welch, Division of Antibiotics, to Dr. P. B. 
Dunbar. It is exhibit 206-B. 

Senator Krravver. It is lengthy. 

Senator Dirksen. I think, Mr. Dixit’ if you will read—— 

Mr. Drxon. I will pick out the key sentences. 

Senator Dirxsen. If you will read only from the third to the last 
paragraph on page 2—— 

Mr. Drxon. I think page 1 first, sir. Let me point this out to you. 
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Under No. 1, the fourth sentence: 


My job as editor in chief is primarily the distribution of these manuscripts 
to the proper editor for review. I personally will review each piece of adver- 
tising to go into the journal and have the authority to refuse publication if the 
proposed advertising is not in keeping with the policy of the journal. 


Also down in that same section 1 he makes reference to pay again. 
He says: 

If the journal should prove in the next year or two to be a profitable venture, 
Dr. Klaunberg, the president of the Washington Institute of Medicine, has 
verbally informed me that I will receive an honorarium * * * It is my per- 
sonal opinion that since the journal is to be published both in English and 
Spanish, and since we have had a number of inquiries concerning the journal 
both from this country and abroad, it will eventually be profitable. Therefore 
a decision as to my participation as editor in chief of this journal should be 
based on the probability that I will receive some compensation from my editor- 
ship. 

It doesn’t say how much, but simply refers to an honorarium. 

Is there anything else you think I should read ? 

Senator Carroutu. I would like to ask a question right there, if I 
may. 

Senator Krerauver. Senator Carroll. 

Senator Carroiu. In that same paragraph, Dr. Welch says: 


I have no contract with the Washington Institute of Medicine concerning the 


journal, although perhaps such a contract should be drawn to keep the record 
straight. 


Was there any contract here? I was led to believe that there was a 
contract, 

Mr. Drxon. We never received one in return to our subpena, and it 
was certainly broad enough to reach that. 

Senator Dirksen. Senator Carroll, I think where the book was re- 
ferred to, that was an author’s contract. 

Senator Carrotu. I thought there were two separate contracts. 
That is why I raised the question. 

Senator Dirksen. That is correct, one with respect to the journal 
and one with respect to the book which is referred to on page 3, the 
latter paragraph of the memorandum from which Mr. Dizon just 
read. 

Mr. Drxon. The last paragraph ? 

Senator Dirksen. Yes 

Mr. Drxon (reading) : 

Both Dr. Lewis and I, who are associated in the preparation of the book 
“Antibiotic Therapy,” have been given the regular authors’ contracts for sign- 
ing. These contracts are drawn on a royalty basis, paying from 5 to 7% per- 
cent on the net profits of the book. As I indicated to you on the phone, neither 
of us has signed these contracts and do not expect to do so until we have heard 
from you. 

Senator Carrot. Mr, Chairman, the reason I raise this question— 
I might as well put this in the record now, if there is no objection. 
There is constant reference to “honorarium.” I have read the coun- 
sel’s letters and nowhere do I see reference to what. constitutes an 
honorarium under law. 

There are legal cases on this, and I am surpised that counsel didn’t 
refer to them. 
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From the case of Cunningham v. Comm. Int. Revenue (CCA, 67 
F.2d 205) : 


Sum voted by directors to president of corporation, as “honorarium” on presi- 
dent’s voluntary resignation, held “gift” for tax purposes * * * the word “hono- 
rarium” in common understanding means voluntary reward for that for which no 
remuneration could be collected by law. 


I am going to read all of this. There are other citations I want 
to put in the record, but this is what we mean by honorarium. It isa 


voluntary gift that is not enforcible by law. This is what “Webster’s 
Dictionary” says: 


An honory payment or reward, usually in recognition of gratitude or pro- 
fessional services on which custom or propriety forbids any fixed business price 
to be set, or for which no payment can be enforced at law, as in the case of counsel 


in Great Britain and in some States of the United States or in case of some 
physicians in England. 


I put this in the record to show that you cannot have an honorarium 


in a contract which is enforcible ‘in law, in my opinion, at the same 
time. 


Senator Kerauver. We will put the entire memorandum, Senator 
Carroll, in the record. 


(The memo referred to, follows :) 


Honorarium: “Sum voted by directors to president of corporation, as ‘honor- 
arium’ on president’s voluntary resignation, held ‘gift’ for tax purposes. The 
evidence disclosed that the corporation was under no obligation to make pay- 
ment to the retiring president, but did so in appreciation of his services to the 
corporation and of his commendable conduct in resigning after change of stock 
ownership and election of new set of directors. The word ‘honorarium’ in com- 
mon understanding means voluntary reward for that for which no remuneration 
could be collected by law. Cunningham vy. Comm. Int. Revenue (CCA, 67 F. 2d 
205). 

“The use by president of corporation of the term ‘honorarium’ in reference to 
proposed distribution of money by corporation to employees of another com- 
pany from which corporation had derived its assets, did not establish that 
such distribution was a taxable compensatory payment, where term as used was 
coupled with word ‘gift,’ in phrase ‘gift or honorarium’ Revenues Act section 22 
(a), (b) (3), and note, Bogardus v. Commr. (58 S. Ct. 61, 302, U.S. 34, 82 L. Ed. 
82) .” 

Honorarium (‘‘Webster’s New International Dictionary’) : “An honorary pay- 
ment or reward, usually in recognition of gratuitous or professional services on 
which custom or propriety forbids any fixed business price to be set, or for which 
no payment can be enforced at law, as in case of counsel in Great Britian and in 
some States of the United States or in case of some physicians in England.” 

Honorarium (“Webster’s Collegiate Dictionary”) : “An honorary payment or 
reward usually in recognition of gratuitous or professional services on which 
custom or propriety forbids any price to be set.” 


Senator Dirxsen. I think for practical purposes we can just say it 
is a gratuity which we may expect, but which the payor doesn’t have 
to pay if he doesn’t want to, but which is still to be included in a tax 
return like the honorariums which Senators get for making speeches. 

You don’t know whether you are going to get one or not, if you 
are going to make a speech. 

If they give you one, should you take it? 

There has been a good deal said about honorariums recently in 
speeches made by various Members of the Senate. Some of the 
honorariums were substantial, I thought, but everybody ought to be 
advised that you had better put them in your income tax returns. 

Senator Carrot. I think, of course, that is correct. But a Sen- 
ator, a Congressman, or anybody else, who books himself through a 
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booking agency is under a contract; in my opinion, it is no longer an 
honorarium, and it is enforcible by a contract, enforcible in law; 
it is not an honorarium. This is a voluntary gift. The sum is not 
fixed. 

I think as we move into this case, as I read the file in this case, we 
will find out that these ripen into contracts. I think we ought to 
get this thing cleared at the outset. 

Mr. Drxon. On that point I think that I might call your attention 
to exhibit MM-1 from Mr. Markel, who is counsel for Dr. Welch. 

If you will refer to page 3 of the letter dated May 2, 1960, to Sen- 
ator Kefauver, chairman of the subcommittee, this statement appears: 


The only other agreement pertinent to the subpena request was an oral 
agreement which Dr. Welch made with the president of MD Publications, Inc. 
The substance of this agreement was that Dr. Welch should serve as a scien- 
tific adviser to, and editor of, the Journal of Antibiotics and Chemotherapy and 
the Journal of Antibiotic Medicine and Clinical Therapy; that his duties should 
include the review and editing of articles submitted for publication in these 
journals as well as the review and editing of advertising copy submitted for 
publication therein; and that Dr. Welch should receive honorariums for these 
services on the following basis: 

A. Seven and one-half percent net on advertising income from both journals; 

B. Fifty percent of net income from sale of reprints from both journals; and 

C. Twenty-five percent of net income from either journal when extra pages 
were added. 

This oral agreement was amended about 2 years ago restricting the 714 
percent net advertising income to such income derived from the Journal of 
Antibiotics and Chemotherapy. The Journal of Antibiotic Medicine and Clin- 
ical Therapy was excluded, because the income from this source could not 
afford to share advertising income with the scientific editor. 


Senator Carrott. Are you prepared to show what this income is? 
Mr. Drxon. We are. 
Senator Carrotu. This honoraria? 
: Mr. Dixon. We are right now, if it would please the subcommittee, 
ut 
Senator Dirksen. You have a memorandum dated December 1 
from Dr. Dunbar, Commissioner of Food and Drug, to Mr. Leo Miller. 
Mr. Drxon. Yes, sir. 
Senator Dirksen. Executive Assistant, Office of the Administrator, 
Federal Security Administration, and I think. that should be read 
into the record at this point, because it comes 3 days after Dr. Welch’s 
rather extended memorandum. 
Mr. Drxon. All right, sir. There was one other paragraph that I 
meant to read from Mr. Markel’s letter. 
He says: 





This oral agreement was terminated on January 1, 1960, when Dr. Welch 
resigned his editorship in compliance with the Department’s revised regulation 
relating to non-Government functions by departmental employees. 

Senator Hruska. Mr. Chairman, before we leave that discussion, a 

rather scholarly discussion as to what honoria mean, I am sure that 
even in instances where members of Congress or anyone else is under 
a. contract with a lecture bureau, that when correspondence is handled, 
that the pay received by the speaker is almost always referred to as 
an honorarium, notwithstanding the technical definition which the 
Internal Revenue Service might use. 
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So in that sense, and that deals with the situation where there is 
a legal obligation which could be enforced, and sometimes perhaps 
is, but the common acceptance of “honorarium” is just that, the In- 
ternal Revenue Service definition to the contrary notwithstanding. 

In that sense, I think it can be used and is used widely and com- 
monly accepted. 

Mr. Drxon. Senator Dirksen, you wanted attention called to the 
chronology. The next thing happened on December 1, 1950, when 
a memorandum was written from Mr. Dunbar to Mr. Leo Miller, 
executive assistant, Office of the Administrator. 

Senator Krravuver. This is brief. Read it. 

Mr. Dixon (reading) : 

I have asked Dr. Welch to submit in memorandum form data suggested by 


Mr. Willcox’s memorandum to you of November 24. I attach Dr. Welch’s memo- 
randum dated November 28— 


which I just read— 


and also a letter from Dr. Henry J. Klaunberg, of the Washington Institute of 
Medicine— 


which I don’t have— 


which will indicate the professional need for both of these publications. 

I think Dr. Welch has covered the points raised by Mr. Willcox, and I renew 
my recommendation that his participation in the editorship of the journal, and 
that of Dr. Lewis and Dr. Welch in the preparation of the book, be approved. 

That is exhibit 296-A. 

Senator Dmxksen. That was signed by Dr. Dunbar? 

Mr. Drxon. Yes, sir. 

Senator Dirxsen. His superior, wasn’t it? 

Mr. Dixon. Yes, sir. 

Then on December 6, 1950, signed by John Thurston, Acting Ad- 
ministrator, to Mr. Dunbar, this very short paragraph exhibit 206: 

In accordance with your recommendation of December 5, and with the con- 
currence of the General Counsel’s Office, I am approving Dr. Henry Welch’s 
request to accept the editorship of a journal called “Quarterly Review of Anti- 
biotics,” and to participate in the publication of a book to be known as “Anti- 
biotic Therapy.” 

Senator Keravver. All right. 

Senator Dirksen. Now, Mr. Dixon, at that point, I wonder if you 
will just summarize your impression of these letters ¢ 

Mr. Drxon. I think the documents speak for themselves, but if you 
care for me to, these letters, as far as I can understand them, pointed 
out that Dr. Welch was approached by Mr. Klaunberg to become edi- 
tor in chief of a proposed publication, and to write a book; and that 
prior to entering into that arrangement, he sought permission from 
his superiors. He represented to his superiors that he was going to 
get no more than an honorarium which would not be for some time, 
although it was likely that in the future it might become profitable. 

Senator Kerauver. That is in connection with the magazine. In 
connection with the book it was stated there, I believe, that he 
would 

Mr. Drxon. That he would get an author’s royalty. 

Senator Keravver. The usual author’s royalty. 

Mr. Dixon. And then the General Counsel went into the situation 
and recommended that it be approved. Mr. Dunbar recommended 
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that it be approved. And the Acting Administrator, Mr. Thurston, 
approved it. 

Senator Dir«sen. So it is fair to say, or fair to assume that Dr. 
Welch took all necessary steps, knowing, of course, what his duties 
were, to fully acquaint his immediate superior, the General Counsel, 
and also the Acting Administrator of the Federal Security Admin- 
istration that here was an opportunity to coauthor a book on which 
there was a tender of an author’s contract to pay a royalty; and that 
with respect to the editorship of the magazine, it would probably not 
be profitable to begin with, but there was every probability that it 
would be profitable later; and that he would receive honoraria from 
the work he would do; and the work would be done out-of-office hours. 

Is that a fair summation ? 

Mr. Drxon. At that time, yes, sir. 

Senator Carro.u. That isa fair assumption at that time? 

Mr. Dixon. That is a fair assumption, and the inference was very 
clearly made that this was a scientific contribution, but that the pay 
was going to be nothing other than an honorarium, and nominal, if 
anything. 

Raiietes Hruska. Was the word “nominal” used ? 

Mr. Drxon. No, sir, “honorarium.” 

Senator Hruska. “Nominal” was your word ? 

iets Dixon. That was my word, sir. “Honorarium” is what he 
said. 

Senator HrusKxa. There was no use at all of the word “nominal”? 

Mr. Dixon. No, sir. 

_ Senator Keravver. He said it probably wouldn’t happen for some 
time. 

Mr. Dixon. That is what it was. 

Senator Carroty. Did this situation obtain in 1950, 1951, 1952? 
Was there a change in the situation ? 

Mr. Drxon. Never did he reveal to HEW at any time the gross 
amount of money that he received or how he received it. The first 
time that information came out was in the formula representation 
that counsel, Mr. Markel, wrote to Senator Kefauver. Then from 
MD Publication, Inc., we were given the amount of money which he 
actually received, which he denoted for a 10-year period as honoraria. 

We were prepared to put that in the record and Senator Dirksen 
suggested that we lay this predicate of background before we do that. 

enator Kerauver. You said “never did he reveal,” and I don’t 
think that is—so far as the records here are concerned. 

Mr. Drxon. As far as the records presented to us by HEW, there 
is nothing, to my knowledge—— 

Senator Keravver. Or in the records presented to us by Dr. Welch, 
the exact formula or amount was not revealed. But, of course, we 
wouldn’t have any information about oral statements. 

Mr. Drxon. No, sir; we don’t. 

Senator Kreravuver. All right. 

Mr. Drxon. Would it suit your pleasure now to present the amount 
of money that he did receive, the “honorarium” ? 
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Senator Dirksen. Mr. Dixon, the question was raised about the 
propriety of all this, as I recall, in September of 1951, which was 
oT a year after the Federal Security Administrator had approved 
this. 

Mr. Dixon. I think 1956 was when it was first raised. I am not 
sure, but that is according to the records we have. 

Senator Dirksen. There was a doctor in Illinois, to be exact in Oak 
Park, Ill., who raised the question, and I think there was a memoran- 
dum from Dr. Welch to Mr. Crawford, then Commissioner of Food 
and Drugs, on this question of the propriety of it. 

Now, what happened to that data? 

Mr. Drxon. What is the date of that one, sir ? 

Senator Dirksen. September 14, 1951. 

Senator Kerauver. That is exhibit HW-6. 

Mr. Dixon. You are correct, Senator. We were going to refer to 
it at another point, but I will do it here. Do you want me to read 
the letter ? ; 

Senator Kerauver. Unless you can summarize what it is about. 

Mr. Dixon. It is dated September 14, 1951, and it is a memorandum 
from Dr. Welch to Mr. Crawford. It is with reference to a letter 
from Oliver Field, dated September 7, 1951, which is attached. 

The letter addressed to Dr. Crawford says: 

Dear CHARLIE: The enclosed photostats are referred for your information, 
particularly in that they carry the reaction of a physician to whom the promo- 


tional material was addressed. Do you think this matter merits comment from 
your office? 


I think I should read what was listed on the bottom of that letter: 


Nnclosures were photostats of advertising releases for “Antibiotic Therapy,” 
one, a letter from H. J. Klaunberg addressed “Dear Doctor” bearing the hand- 
written comment: “How does it appear that this research work by employees of 
the U.S. Government is ‘farmed out’ to some publishing house for commercial 
use by sales to the medical profession? Who get [sic] the profits? (Dr. Leslie 
'W. Beebe, 715 Rake Street, Oak Park, IIl.)” 

That was turned over to Dr. Welch who wrote his explanation to 
Dr. Crawford. He reviewed in the first paragraph that he had permis- 
sion to write and publish this book, and that it was obtained from Dr. 
Dunbar during October 1950, “in a discussion in his office.” 

Dr. Welch said: 

It was the subject * * * of a memorandum of November 7, 1950, and an- 
other dated November 28— 
those which we have already read. Dr. Welch says that following this 
correspondence, approval for this publication was given finally, in ad- 
dition to the editorship, by Mr. Thurston. 

He then reviews certain pertinent information in answer to the 
questions raised by Dr. Beebe. He points out under 1: 


The Washington Institute of Medicine * * * is a nonprofit organization— 


and that the Washington Institute owns the Arundel Press. 
Under 2, he makes the point that the book “Antibiotic Therapy” is 
’ py 
not off the press, and although a large number of copies have been 


ordered, no profits have been made yet. 








~~ 
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He points out that both Dr. Lewis and he hold author’s contracts, 
and if the book makes money, they are supposed to be reimbursed. 

The contracts are available in both our cases for your perusal if you want 
to see them. 

That refers to the book. 

Then, with reference to the book again, he says: 


It was not written on Government time— 


and so forth. 
Then under 5 he says: 


Much of the material in the book comes from some hundred publications— 


and so forth, but he makes no reference to the magazine or his pay at 
all, sir. 

Senator Dirksen. Do you know what action Dr. Crawford took? 

Mr. Drxon. We do not, It is not revealed in the material that was 
furnished to us. 

Senator Dirksen. We understood that verbally, not in writing, Dr. 
Crawford interposed no objection insofar as I know. So the first Food 
and Drug Commissioner, Mr. Dunbar, approved this arrangement that 
Dr. Welch made, and Dr. Crawford, the successor Commissioner of 
the Food and Drug Administration seemingly interposed no objection 
after examining this long memorandum that Dr. Welch submitted to 
him. 

Mr. Dixon. I think that. is correct. 

Senator Kerauver. The second one was with reference to the book 
only. 

Mr. Drxon. That is right. 

Senator Keravuver. All right, now you set the 

Senator Hruska. Mr. Chairman, there was another letter 6 years 
afterward, July 24, 1956. It is a memorandum, exhibit 205-F. It is 
HEW 55. 

Mr. Dixon. I will go right to that now, if you want to, and go 
through those others in order. 

Senator Hruska. Well, in view of the statement, in view of the 
expression here that that constituted the only disclosures to the De- 
partment and so on, if there was that intimation of that statement, 
I think this letter, which is four pages in length, single spaced, it 
reviews in detail all of the activities including the attempted British 
journal which was in prospect and not in retrospect, and makes a 
complete discussion of all the present status of the relationships and 
activities which Dr. Welch had in connection with this activity. 

Mr. Chairman, I don’t think it would serve any purpose to read 
that letter, but I think it would be well to reproduce it at this point 
in the record, in order that the entire picture will be clear. 

Senator Kurauver. Very well, it will be reproduced at this point 
in the record. 

(Exhibit 205—F follows :) 
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Exursit 205-F (HEW 55-F) 
OFFICE MEMORANDUM, U.S. GOVERNMENT 
(Confidential) 





July 24, 1956. 
To: Mr. Larrick. 


From: Henry Welch, Director, Division of Antibiotics. 


About 2 weeks ago Dr. Holland asked me if I would meet with Mr. Connor, 
president of Merck & Co., Inc., and chairman of the American Drug Manufacturers 
Association Committee on Industry, FDA and NIH relationships, to answer 
some questions concerning my editorship of the journals Antibiotics and Chemo- 
therapy and Antibiotic Medicine and Clinical Therapy. As chairman of this 
committee Mr. Connor was also interested in my relationship to the Food and 
Drug book which was recently published, and the several monographs I have 
edited during the past 3 years. 

The meeting was held in Dr. Iolland’s office on July 16 and, in addition to 
Mr. Connor and Dr. Holland, Dr. Bambach, vice president of the ADMA, was 
also present. Mr. Connor said that he had had several inquiries concerning 
my connection with MD Publications, publishers of the two journals referred to 
above. The industry felt that I had a business interest in MD Publications and 
that this was improper, since the journals depend in part for their success on 
advertising paid for by the pharmaceutical industry. Mr. Connor said that my 
name had been used in the solicitation of advertising and further it had been 
used in an attempt to raise money by contribution for the support of the 50th 
anniversary Food and Drug book. With regard to the book, you and I both 
know that my name was not used in the solicitation of funds. My name did 
not appear as a solicitor in the first letter, and I had you review the second 
letter before it issued. After some discussion it appeared that the reason 
they felt my name had been used with regard to this matter was because I was 
one of the editors and had arranged originally for the collection and publication 
of this series of 67 articles describing the activity of the Food and Drug 
Administration. 

I pointed out to Mr. Connor that if my name had been used it certainly had 
not been done so with success, The cost of the preparation and printing of 
the 10,000 copies of the book was in the neighborhood of $9,000. There were 12 
food and drug firms who contributed a total of $3,125 toward the cost of the 
book. In addition, the Food and Drug Administration purchased 2,000 books 
for $1,000, which was less than cost. Thus, the total income from the book has 
been something over $4,000. In addition‘to the cost of about $9,000, MD Publica- 
tions will have to pay the cost of distribution, which is estimated at $1,200. In 
any case a complete accounting on this nonprofit venture is to be distributed 
to each of the 12 contributors, as was agreed in the second letter. Furthermore, 
Dr. Ibanez and I initially agreed that any deficit would be made up personally 
by us. After this explanation Mr. Connor said that he was quite satisfied and 
also said that we had not explained to the proper people of industry the prob- 
lems involved, the reasons for the raising of the funds, and the desires of the 
Food and Drug Administration to get as wide distribution of the book as pos- 
sible. Our only thought in making this book available to large numbers of people 
in this country was to educate them as to just what the Food and Drug Admin- 
istration’s function is. Unfortunately, distribution of the book will be to only 
some 10,000 people rather than the 100,000 we had hoped for. 

With regard to the journals mentioned, I explained to Mr. Connor that prior 
to my association with these journals I first obtained permission from both the 
Administration and the Department. This was during the time of Dr. Dun- 
bar’s commissionership in 1950. The documents relating to these discussions are 
attached. I also told Mr. Connor that the Food and Drug Administration and 
the Department are most careful not to allow individuals to participate in ac- 
tivities where there is any question of confiict of interest . The first of the two 
journals which I personally developed in 1950, “Antibiotics and Chemotherapy,” 
was done to fill a very serious need for a vehicle for the publication of manuscripts 
concerning antibiotics. We in the administration, and many scientists in industry 
and institutions, had found that the deluge of manuscripts being produced with 
the advent of antibiotics could not be absorbed by the scientific journals avail- 
able. Some editors of other journals had told me they could not accept papers 
on antibiotics because of the tendency of scientific material in this area to take 
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over at the expense of other investigational studies. It was for this reason that 
when I was approached originally to edit “Antibiotics and Chemotherapy” as a 
quarterly journal, I accepted only if the company would make it a monthly 
journal. I told Mr. Connor forthrightly that I have no business connection with 
MD Publications. This company is owned by Dr. Felix Marti Ibanez and two 
other individuals in New York City. Dr. Ibanez is the major owner and guides 
its policies. I have nothing to do with the advertising policy of the journal and 
do not make any efforts to encourage industry to use the journal for advertising 
purposes. As a matter of fact, compared with other journals, both “Antibiotics 
and Chemotherapy” and “Antibiotic Medicine and Clinical Therapy” have a dearth 
of advertising pages. Dr. Holland, who recently joined the staff of editors of 
“Antibiotic Medicine and Clinical Therapy” is in exactly the same position as I am 
in that he has no business relationships with the company and receives an 
honorarium as other chief editors do of the five journals published by MD Pub- 
lications. I explained to Mr. Connor that both Dr. Holland and I have discussed 
the problem of advertising with Dr. Ibanez, pointing out that in no case should 
our names be linked up with the business end of the firm and certainly not as a 
means of soliciting advertising. I also told Mr. Connor that if he would review 
the advertising in these journals he would soon see that if our names had been 
used to promote advertising, the use of them had been remarkably unsuccessful. 
Mr. Connor seemed to be satisfied with the points made in our discussion concern- 
ing the business relationships with MD Publications, since the main question 
raised had to do with my owning a part of MD Publications. He made only one 
suggestion, and that was that I write a letter to Dr. Ibanez pointing out my under- 
standing of my relationships with MD Publications so that he might have it avail- 
able when, as, and if inquiries concerning this come to him from the members 
of the ADMA. 

In addition to the above we discussed the publication of books in the field of 
antibiotics and chemotherapy which I have been doing since 1953. This en- 
deavor, as you know, is entirely an outside activity. The company publishing 
these books is called ‘‘Medical Encyclopedia, Inc.” and was initiated with the re- 
printing of the first book I wrote, “Antibiotic Therapy.” You will remember that 
Dr. Lewis and I wrote this book jointly and it is discussed in the attached 
memoranda between Dr. Dunbar and the Department and me. Unfortunately, 
the first printing of the book was a failure and practically no money was forth- 
coming to Dr. Lewis and me because of the defalcation of a man by the name of 
Henry Klaunberg. This man eventually went bankrupt. He failed to pay the 
printing costs of the first printing and after some investigation I found that in 
order to recoup our losses and obtain the copyright it was going to be necessary to 
pay his bills on “Antibiotic Therapy.” In 1953, because Dr. Lewis did not want 
to participate in the gamble, Dr. Ibanez and I formed a group called Medical 
Encyclopedia, Inc. I borrowed some $7,000, Dr. Ibanez putting in a like amount, 
and we bought the copyright to the original book and reprinted it. The corpora- 
tion consists of myself, Dr. Ibanez, Mrs. Ibanez, and Mrs. Welch. The gamble 
was successful and since that time this company has published 15 books. Except 
for two on which we have lost money, the venture has been successful. Although 
I felt that this was not the business of the ADMA or Mr. Connor, and told them 
so, I told them all of the above facts so that Mr. Connor could understand the 
exact situation. The entire operation of Medical Encyclopedia, Inc., is carried 
on in New York and in an office I have set up in my own home. This is one busi- 
ness venture that has nothing to do with foods, drugs, or cosmetics, and does not 
interfere with my official duties, and I pointed out to Mr. Connor that he could 
tell the people who have questions and criticisms that I intend to stay in it so long 
as it is suceessful. 

Beginning in October 1956 Dr. Ibanez and I are planning a new journal for 
distribution abroad, This journal will be in effect a British edition of Antibiotic 
Medicine and Clinical Therapy, although it will contain British material 
that will not be published in the domestic edition. Even though this venture is 
out of the country and can hardly be criticized because of its effect on the 
doméstie pharmaceutical industry, I told Mr. Connor about it. This new journal 
will be distributed to some 20,000 physicians in the British Isles and will depend 
for its support on the advertising of British firms. A separate corporation will 
be set up in London to accomplish this and the owners of the corporation will be 
Dr. Ibanez and myself. In addition to editors from this country there will be 
a group of British editors as well.’ As with the domestic edition of Antibiotic 
Medicine and Clinical Therapy, I shall act as scientific editor-in-chief. So that 
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there may be no conflict of interest insofar as I am concetfned it is agreed that 
I will have nothing to do with advertising space in this journal but will con- 
tribute funds for its initial support and editorial services. 

One of the agreements that I have with MD Publications is that I have a 
right to review and reject advertising that is false or misleading submitted for 
publication in the journals. I told this also to Mr. Connor, since on one or two 
occasions we have had to ask manufacturers to modify advertising claims. 

Another point that was discussed with Mr. Connor had to do with the symposia 
which I initiated some 3 years ago. As you know, the symposium was really 
developed to set up a forum for those scientists, mainly in industry, who had 
material to present concerning new antibiotics and new uses for old antibiotics. 
The symposium has grown to the point where it has become international and 
we have had as many as 17 to 20 countries represented in the last two. I told 
Mr. Connor approval of my connection with the journals, the symposium, and 
the books was obtained both from the administration and the department, and, 
furthermore, that Dr. Holland’s association with the journal, Antibiotic Medicine 
and Clinical Therapy, was approved by the commissioner. 

My present relationships with the journals and books are the same as they 
were in 1950 when approval of my participation was given by the Administration 
and the Federal Security Agency. I pointed out to Mr. Connor that the publi- 
eation of books, the development of the two journals, and the holding of 
symposia on antibiotics have been done in large part as a service to the 
pharmaceutical industry interested in chemotherapy, and this recognized by 
by those in industry who are in possession of the facts. Their appreciation of 
these efforts have been extended to me on many occasions. 

Mr. Connor said that he was quite satisfied with our discussion and that he 
had been misled because of the many comments that had been made in the 
absence of the facts. I promised to place in his hand correspondence between 
myself and Dr. Ibanez that would clearly show my relationships with both 
MD Publications and Medical Encyclopedia, Inc, 

HENRY WELCH. 


Senator Carrot. Wouldn’t it be a good idea to summarize the 
highlights of this letter? 

Senator Hruska. That will be very fine. 

Mr. Dixon. In 1956, the outside activities of Dr. Welch were ques- 
tioned, and Dr. A. H. Holland, Medical Director of Food and Drug 
Administration, asked Dr. Welch,to meet with Mr. Connor. Mr. 
Connor is the current president of Merck & Co., and has testified before 
this subcommittee. He was then chairman of the American Drug 
Manufacturers Committee on Industry—FDA and NIH relationships. 

He asked them to meet with him to answer some questions con- 
cerning Dr. Welch’s editorship of the two magazines for MD Publica- 
tions, the publication of the 50th Anniversary Food and Drug Book, 
and Dr. Welch’s coownership of Medical Encyclopedia, Inc. 

This is in exhibit 205. 

Taking part in these discussions were, in addition to Mr. Connor 
and Dr. Welch, Dr. Karl Bambach, executive vice president of the 
ADMA, and Dr. Holland. 

In reporting the conference to Dr. George P. Larrick, Food and 
Drug Commissioner, on July 24, 1956, Dr. Welch made a statement, 
and I believe that is what you are referring to, isn’t it, Senator Hruska? 

Senator Hruska. It isexhibit 205-F. 

Mr. Drxon. That is right, sir. 

Senator Hruska. It isa memorandum dated July 24, 1956, to which 
I referred. 

Mr. Drxon. I can read pertinent parts of it or all of it. If you 
want it all read, I will read it. 

Senator Krravver. It has been made a part of the record at this 
point, so summarize it. 
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Mr. Drxon. This is very yg ag on the point we are talking 
about; in the second paragraph, Dr. Welch says: 


Mr. Connor said that he had had several inquiries concerning my connection 
with MD Publications, publishers of the two journals referred to above. The 
industry felt that I had a business interest in MD Publications and that this was 
improper, since the journals depend in part for their success on advertising paid 
for by the pharmaceutical industry. Mr. Connor said that my name had been 
used in the solicitation of advertising and further it had been used in an attempt 
to raise money by contribution for the support of the “50th Anniversary Food 
and Drug Book.” With regard to the book, you and I both know that my name 
was not used in the solicitation of funds. My name did not appear as a solicitor 
in the first letter, and I had you review the second letter before it issued. After 
some discussion it appeared that the reason they felt my name had been used 
with regard to this matter was because I was one of the editors and had arranged 
originally for the collection and publication of this series of 67 articles describing 
the activity of the Food and Drug Administration. 


I had better read all of the last paragraph on page 1. 


I pointed out to Mr. Connor that if my name had been used it certainly had 
not been done so with success. ‘The cost of the preparation and printing of the 
10,000 copies of the book was in the neighborhood of $9,000. There were 12 food 
and drug firms who contributed a total of $3,125 toward the cost of the book. 
In addition, the Food and Drug Administration purchased 2,000 books for $1,000, 
which was less than cost. Thus, the total income from the book has been some- 
thing over $4,000. In addition to the cost of about $9,000, MD Publications will 
have to pay the cost of distribution, which is estimated at $1,200. In any case, 
a complete accounting on this nonprofit venture is to be distributed to each of 
the 12 contributors, as was agreed in the second letter. Furthermore, Dr. 
Ibanez and I initially agreed that any deficit would be made up personally by us. 


Senator Krerauver. Read the next sentence. 
Mr. Dixon. And the next sentence: 


After this explanation Mr. Connor said that he was quite satisfied and also said 
that we had not explained to the proper people in industry the problems involved, 
the reasons for the raising of the funds, and the desires of the Food and Drug 
Administration to get as wide distribution of the book as possible. Our only 
thought in making this book available to large numbers of people in this country 
was to educate them as to just what the Food and Drug Administration’s function 
is. Unfortunately, distribution of the book will be to only 10,000 people 
rather than the 100,000 we had hoped for. 

With regard to the journals mentioned, I explained to Mr. Connor that prior 
to my association 


Senator Keravver. I don’t think you need to read all of this, 

Mr. Dixon. This one ismore important, I think. 

Senator Keravuver. All right. 

Mr. Dixon. Dr. Welch is discussing here, in effect, his position and 
what he is supposed to get. But he doesn’t tell how much. I think 
this is very important. 





With regard to the journals mentioned, I explained to Mr. Connor that prior to 
Iny association with these journals I first obtained permission from both the ad- 
ministration and the Department. This was during the time of Dr. Dunbar’s 
commissionership in 1950. The documents relating to these discussions are at- 
tached. I also told Mr. Conner that the Food and Drug Administration and the 
Department are most careful not to allow individuals to participate in activities 
where there is any question of conflict of interest. The first of the two journals 
which I personally developed in 1950— 


I think I will skip that and move to the bottom of the page: 


I told Mr. Connor forthrightly that I have no business connection with MD 
Publications. This company is owned by Dr. Felix Marti-Ibanez and two other 
individuals in New York City. Dr. Ibanez is the major owner and guides its pol- 
icies. I have nothing to do with the advertising policy of the journal and do not 
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make any efforts to encourage industry to use the journal for advertising pur- 
poses. As a matter of fact, compared with other journals, both Antibiotics and 
Chemotherapy and Antibiotic Medicine and Clinical Therapy have a dearth of 
advertising pages. Dr. Holland, who recently joined the staff of editors of Anti- 
biotic Medicine and Clinical Therapy, is in exactly the same position as I am in 
that he has no business relationships with the company and receives an hon- 
orarium as other chief editors do of the five journals published by MD Publi- 
cations. 

I refer you back to the statement of counsel, Mr. Markel, reciting the 
business relationship and the formula. Yet here Dr. Welch said he 
had no business relationship with these journals. 

Senator Hruska. Wait a minute, Mr, Witness, not with these jour- 
nals. The letter clearly and explicitly says with MD Publications; 
does it not ? 

Mr. Drxon. MD Publications, Inc., is the company that published 
the journals. Thatis what he says. It isa matter of fact. 

Mr. Marken. Mr. Chairman, Mr. Dixon has declined in my behalf 
that I be heard, so may I ask your indulgence to explain this letter! 
It is just a short explanation and it will answer Senator Carroll’s 
question, too. 

I used the word “honorarium” advisedly there and in the sense, Sen- 
ator, in which it is legally defined. Dr. Welch had never any agree- 
ment with MD Publications which was legally enforcible. ‘There is 
a witness who may come from the publisher who arrived at this for- 
mula, He told me how he arrived at this formula, and they gave that 
to him, but not legally enforcible. 

Dr. Welch got nothing. They offered this to him and he took what 
they offered to him. 

There is no legally enforcible obligation between Dr. Welch and 
the MD Publications, and I am terribly anxious that the record be 
clear on that. 

Thank you very much. 

Mr. Drxon. Mr. Chairman, the events we have been referring to 
occurred in 1956, 6 years after this arrangement had been entered 
into. Dr. Welch had been called upon by Dr. Holland to meet with 
Mr. Connor and explain these situations, and, as Dr. Welch says: 

I told Mr. Connor forthrightly that I have no business connection with MD 
Publications, 

Senator Krravver. All right, the letter speaks for itself. 

Senator Carroti. Mr. Chairman, I think there is enough of a back- 
ground here. Now, let’s find out about this, in view of counsel’s 
statement here. Let’s find out something about this income, this 
honorarium. 

Senator Kerauver. All right, Mr. Dixon. 

Mr. Dixon. I would suggest that we call Mr. Engelstad. 

Senator Keravver. Mr. Engelstad, will youcome around. You are 
on loan to this committee concerning any payments Dr. Welch may 

have received, is that correct ? 

Mr. Encetstrap. That is correct. 

Senator Kerauver. Just tell what you did and what you found. 

You are a certified public accountant ? 
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STATEMENT OF FRANCIS ENGELSTAD, CERTIFIED PUBLIC AC- 
COUNTANT, GENERAL ACCOUNTING OFFICE, WASHINGTON, D.C. 


Mr. Encetsrap. I am a certified public accountant. 


In answer to 


the subpena to MD Publications and to Dr. Welch to provide the sub- 
committee with information about various financial matters, the MD 
Publications submitted the exhibits numbered 214 to 214 AAAA, 
This material summarizes the payments made to Dr. Welch. The 
payments are summarized by year, and then supporting the summary 
of payments by year are documents which show the workup of the 


individual monthly payments made to Dr. Welch. 


I have taken the 


materials submitted by MD Publications and have summarized that 


information. 


The summarization of the payments to Dr. Welch for his work in 
connection with the two journals is included on exhibit 211. 


Senator Kreravuver. All 
at this point. 


right. 


(Exhibit No, 211 follows :) 


That will be copied into the record 


MD Pubdlications—Computations of payments to Dr. Welch 1953 through 1959 





I Ahi ctphbantats 
a 
Upjohn........-- 
Abbott Laborator 
Parke, Davis._..- 
BO ini a dcaiuted dagen dtehed dJutsc Babeios 
Merck Sharp & Dohme..--......--.---- 
SFIS isto ines ines enesiened sondvanddieccasanae 
Geig 









EE GNONEII ..c.cniccdivennnedusnacst 
See IED... nn ccd cunguedncBadeuns 


Net advertising. ............----- 
Payments to Dr. Welch, at 74% percent 


Total sales of reprints. _........----.-- 
Less costs and overhead............---- 


ND Rs dnc kidman ine dana <imree 


Payments to Dr. Welch, at 50 percent_-. 
Total charged for extra pages---.- 


Less costs and overhead..--.....-..----]-- 


BN as | 5 cu.sedienennnees 


Payments to Dr. Welch, at 25 percent_- 
Settlement on British edition... _....-- 


Commission on bulk sales............--|- 


Total payments to Dr. Welch. 





Sale of 
advertising 


$65, 475, 00 
77, 680. 00 
28, 651. 00 
26, 982. 00 
25, 873. 00 
23, 364. 00 
14, 616. 00 
16, 120. 00 

4, 955. 00 


1, 930. 00 
(17) 16,894. 00 
"309, 898. 00 
44, 317. 00 


265, 581. 00 


20, 294. 43 |__- 





Sale of reprints 


$171, 752, 00 
89, 065. 00 
18, 189. 00 
10, 397. 00 
52, 127. 00 

1, 320. 00 
15, 409. 00 
18, 665, 00 
84, 120. 00 
20, 844. 00 
37, 529. 00 


18, 232. 00 |-- 


39, 063. 00 

10, 187. 00 

676. 00 

(60) 98, 187. 00 





685. 760. 00 


339, 164. 00 |. 


346, 596. 00 











Charges for 
extra pages 


$19, 484. 00 


Payments to 
Dr. Welch 


1B OO Ws gsu.5. alk 


15, 700. 00 
7, 205, 00 
11, 655. 00 

800. 00 


SOR... -a25 
250.00 f...5.22Lice is 
400.00 |._. 


1, 950. 00 


OUP Dicapateweseads 


840. 00 


(9) 


~ 69, 454.00. 
30, 547. 00 


38, 907. 00 


"9, 726, 91 


| dp Eb sacanees std 








oye $20, 294. 43 


9, 726. 91 
18, 972. 89 
1, 729. 45 





Senator Kerauver. Don’t you start with exhibit 210? 


Mr. Eneexstap. No. 210 is a summa 


of yearly payments to Dr. 


Welch from two sources: one is from MD Publications and the other 
is payment from Medical Encyclopedia, Inc. 


35621—60—pt. 22 —_5 
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Senator Keravver. We will have that copied into the record at this 
point. 
(Exhibit No. 210 follows :) 


Dr. Henry Welch, earnings from editorship of MD Publications, Inc., journals 
and from Medical Encyclopedia, Inc., 1958 through March 1960 


Payments 





From MD | From Medi- 














Publications, | cal Encyclo- Total 
Inc. pedia, Inc. 
Yearly payments to Dr. Welch: 

Re tao eee en ak ipeagenbyenesussnnene BOWE hc ccecae tence $23, 437. 53 
Peet s etd Sti Seacbbaddiebaasddaknbtuonndteaakehne seas 23, 354. 02 $5, 000 28, 354. 02 
EME c0t Seo bitnucpedn eee eS en a Ebates 11, 828, 07 1, 500 13, 328.07 
PO nawnuth helen ates shinbsndadend Geabes damanp inewian Ghee 32, 067.00 1, 500 33, 567.00 
BU hinder d ds utichethecapwine 4dGbksia encudddindeadeetosscakect 33, 488. 40 10,000 43, 488. 40 
NE eis esp ais jomectis sn cphietcih bon wathenerecehadatentede wiigienoaie Ge BGI Invcosescecnnane 49, 162.18 
Ti cel sun chenheiah hoske tan hsieaaanea na x Dnaneuuieunae 39, 133.00 11, 250 50, 383. 00 
PU ii Acendssheaubanans sso Spwudacnnasunabodobbsoleuntown 11, 546. 50 7, 500 19, 046. 50 
NI sn ea ener don ebnnhamenan 224,016. 70 36, 750 260, 766. 70 

Add one-half of the net worth of Medical Encyclopedia, Inc., 
belonging to Dr. Welch’s one-half interest in the corporation.|-.....-.------|-------------- 1 26, 375.70 

Total earning paid to, or accrued to, the credit of Dr. 

Welch from MD Publications, Inc., and from Medical 
Encyclopedia, Inc., sources, 1953 through March 1960.|..-..--.------|-------------- 287, 142. 40 





1 Based on Feb. 28, 1959, financial data, latest figures provided to the subcommittee by Dr, Welch on 
Medical Encyclopedia, Inc. 


Senator Kerauver. What does this show ? 

Mr. Encetsrap. The payments from the MD Publications, 1953 
through 1960, show—there were no payments to Dr. Welch during 
the years 1950, 1951, or 1952. 

In 1953, the payments to Dr. Welch were $23,437.53; in 1954, they 
were $23,354.02; in 1955, $11,828.07; in 1956, $32,067; in 1957, $33,- 
488.40; in 1958, $49,162.18; in 1959% $39,133; in 1960, $11,546.50. 

This is through March 1960, and the sum total of these payments is 
$294 016.70. 

Senator Krrauver. That is from MD Publications? 

Mr. Engetsrap. Yes, sir. That is from MD Publications, and it 
represents the work in connection with the journals. 

Then, in the second column, we have the payments from Medical 
Encyclopedia, Inc., which is the organization owned jointly or 50 
percent owned by Dr. Welch. 

In 1954 he received. 

Senator Knravver. It is owned 50 percent by Dr. Welch and 50 
percent by MD Publications, Inc. ¢ 

Mr. Eneetsrap. Fifty percent by Dr. Ibanez. The earliest pay- 
ment was in 1954, $5,000 

Senator Kerauver. Let me see if I understand that. It is owned 
50-50 by Dr. Welch and Mr. Marti-Ibanez, or between Dr. Welch 
and MD Publications? 

Mr. Encetsrap. Between Dr. Welch and Dr. Ibanez. 

Senator Kerauver. All right. 

Senator Carrotzi. Are you talking about Medical Encyclopedia? 

Mr. Encetstap. Medical Encyclopedia, Inc. 

Senator Carrott. Who owns MD Publications ? 

Mr. Encetstap. MD Publications is owned by Dr. Marti-Ibanez. 
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The payments from Medical Encyclopedia are $5,000 in 1954; in 
1955, $1,500; in 1956, $1,500; in 1957, $10,000; in 1958, no payments. 

Senator Dirksen. Mr. Engelstad, how do you account for the fact 
there was no payment in 1958? 

Mr. Encetsrap. There just were no payments made to Dr. Welch. 

In 1959, $11,250; in 1960, $7,500. It makes a total from Medical 
Encyclopedia of $36,750. The two are accumulated in the right-hand 
column to a total. Do you wish to have me read the totals? 

Senator Kerauver. Just read the total. I think we can see the 
other figures. 

Mr. Encetsrap. The total from both these sources, from the period 
1953 through March 1960, is $260,766.70. 

To show earnings, we have included as the next item one-half of the 
net worth of Medical Encyclopedia, Inc., belonging to Dr. Welch’s 
one-half interest in that corporation. The figure here is $26,375.70. 

Senator Dirksen. Is that an earnings figure ¢ 

Mr. Eneetsrap. That is one-half of the net worth of the corporation 
as shown on financial documents exhibit 66—A, which was submitted 
to the subcommittee by Dr. Welch. 

Senator Dirxsen. Is it an earnings figure? 

Mr. Encerstap. It is the retained earnings. Incidentally, I might 
explain that the Medical Encyclopedia, Inc., as we understand it, 
started with a $2,000 contribution by each, Dr. Welch and Dr. Ibanez, 
so that this, then, is the buildup from that initial investment. 

It is retained earnings undistributed. It is to the credit of Dr. 
Welch. It is a balance sheet figure net worth. So the total of the 
payments, plus one-half of the net worth, is, from the period 1953 
through March 1960, $287,142.40. 

Exhibit 211 is the computation of the payments to Dr. Welch, 1953 
through 1959, from his editorship of the journals for MD Publications. 

This represents the summary of the document presented by MD 
Publications. It has been analyzed to show payments to Dr. Welch 
in the form of five separate items. This is an analysis. 

The payments relate to sale of advertising, 714 percent of the ad- 
vertising. The figure for that computation is $20,294.43. 

The second item, 50 percent of the net profit on the sale of reprints, 
and that is $173,293.02. 

The third item is 25 percent of the profit on the sale of extra pages. 
That item is $9,726.91. 

The fourth item is settlement on the British edition that has been 
mentioned earlier in testimony, $18,972.89. 

And the fifth item is commission on bulk sales, $1,729.45. 

The computations were in the form of detailed monthly statements. 
Exhibit 211 is to accumulatively show the sale of advertising on which 
the commissions were paid, the sale of reprints on which the commis- 
sions were paid, and the sale of extra pages on which commissions 
were paid. 

Senator Kerauver. The total there is $224,016.70, which is the same 
as in column 1 of exhibit 210. 

Mr. Encersrap. That is right. I might summarize this. The ad- 
vertising sold on which Dr. Welch obtained 714 percent, the total ad- 
vertising was $309,898, and there are the customary discounts, $44,317, 
which leaves net advertising of $265,581. 
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The sale of reprints, total sales were $685,760, less the costs and 
overhead, $339,164, leaving a net profit of $346,596, on which payments 
to Dr. Welch were made at the rate of 50 percent. 

Senator Carroiu. “et ask a question at this pees 

In going over the books, did you have any difficulty in ascertaining 
the 714 percent? Was it set out in the books at 714 percent of the sale 
of advertising? 

Mr. Enceisrap. The subpena, in answer to the subpena, the ac- 
countants for the MD Publications made a complete and detailed 
analysis for us. The work was all done for us and very well done. 

I might give you an illustration of how these computations were 
worked out. 

Senator Carrotu. The purpose of my question is to attempt to 
ascertain where you got the 714 percent and where you got the 50 
percent formula. 

Mr. Encersrap. The information about the formula was gathered 
by us initially in interview with attorneys and the accountant for 
MD Publications in their office, and we were interested in the manner 
in which the computation of the payments was made. 

Senator Carrotu. In other words, it came from them ? 

Mr. Encersrap. That is right, from MD Publications. 

Senator Carroti. Did you observe the books themselves? Was 
there listed, for example, the sale of advertising, $20,000; the pay- 
ments to Dr Welch of 50 percent on the total sales of reprints, 
$173,293.02? Did the books reflect that it was a gift ? 

Mr. Encersrap. I did not analyze the books from that point to 
look into that matter whatsoever. This was just to find out how 
much Dr. Welch was paid. I have not looked into their accounting 
records to know what disposal 

Senator Keravver. In line with Senator Carroll’s question, were 
these same formulas, 50 percent on reprints and 714 percent on adver- 
tising, followed all the way through this arrangement from the time 
this was first secured ? 

Mr. Encetsrap. They were followed all the way through from 
1953 until current date, and the exhibits that have been pasted out 
to the subcommittee members, MD 151-HH and MD 151-NN, which 
are our exhibit 214-HH and 214-NN, are just two monthly documents 
that are typical of the batch that were submitted to us. 

(At this point in the proceedings, Senator Dirksen left the hearing 
room. ) 

Senator Krerauver Mr. Engelstad, let me understand this clearly. 
You didn’t ask them to figure the amount on the 50 percent and 714 
percent. You put the question to MD Publications as to how much 
Dr. Welch received and they worked up the material on the formula 
that they had; is that correct ? 

Mr. Encetsrap. They worked up the material, that is right. They 
went back to their files and trckiait up the information, and the two 





exhibits that you have before you—one is the MD Publications, Inc., 
Dr. Henry Welch, July 1956, and the other is MD Publications, Inc., 
Dr. Henry Welch, December 1956—depict the manner in which the 
payments were computed. So we have initially three figures in the 
right-hand column, $209.52—this is July 1956—representing his pay- 
ment of 714 percent on advertising. 
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The next item would be $3,731.28, representing 50 percent of the 
profit on the sale of reprints. The third item is $150 representing 
25 percent of the profit on the sale of extra pages. That comes to 
total honorarium, for July 1956, of $4,090.80. 

The June item—the next figure is the June item of $2,305.24, which 
combined was the payment made August 28, 1956, in the amount of 
$6,396.04. 

As you notice, the advertising is itemized as to who secured the 
advertising, the amount charged for the advertising, and that was 
advertising, $3,240. Discounts reduced that to $2,771; and 714 per- 
cent on that is $209.52. 

Reprints, there are three items in reprints: $1,926, $515, and 
$16,310. Total sale of reprints in this particular month, $18,751.50, 
less the cost and overhead, $11,288.95, give profit on reprints of 
$7,462.55. Fifty percent of the profit is $3,731.28, paid to Dr. Welch. 

The third item, extra pages, is itemized also, and we have two 
insertions of extra pages: one charge of $200, the other charge of 
$1,750; total $1,950. 

The cost related to extra pages is $1,350, leaving profit on extra 
pages of $600; 25 percent of that is $150. 

The next page, December, is similarly laid out. December 1956, it 
shows the advertising: 

Senator Kerauver. They are exhibits, aren’t they ? 

Mr. Enaersrap. These are exhibits. 

Senator Krerauver. They are exhibits and they speak for them- 
selves. What is this about the English edition now? 

Mr. Encersrap. As indicated on exhibit 211, the fourth item is 
settlement on the British edition, and that is summarized on exhibit 
212. 

Senator Kerauver. Which will be made a part of the record. 

(Exhibit No. 212 follows:) 


MD Publications, Inc.—Computation of payments to Dr. Henry Welch in settle- 
ment of the oversea (British) edition of the journal, Antibiotic Medicine and 
Clinical Therapy 





Moneys received : 





Grant from Parke; Davis & Odsnkcisscc kc dbecassd peaks $100, 000. 00 
De an ieiiiscicentniniei ene icktetainh ocetiecatnelidinces sated lbs 4, 443. 42 
OO Cee , STO oo nicest oeann ae eseemedes 9, 395. 80 
DEMS Cl SOI perce enecisnwacnnanasanen mina eameimames = 391. 44 
UGE DE SOUING cise eet couiatncdis a cmacteinl 114, 230. 66 

SiR: CONT CE CRINGE veces gui cadaaiiiidinphansiibipaiitippincia’ 76, 284. 89 


TROGINTW WS GRUNGE, DHRC oc cikein ccc ennnwenen 37, 945. 77 


50 percent of unexpended balance, distributed to Dr. Welch in Feb- 
weed Ord. REGGE, BOs cidienctncicctes a ngy tis swnineanietbadmantiodbadils 18, 972. 89 
Notr.—The British edition of Antibiotic Medicine and Clinical Therapy was launched 
in October 1956. The grant of $100,000 from Parke, Davis & Co., made during 1956 and 
1957, was contributed toward the costs of the journal during its 1st year of publication. 
Parke, Davis & Co. was to have first choice of advertising position in the magazine. 


During its 1 year of existence, 11 issues were published. The publication, lacking suffi- 
cient advertising support or subscription revenue, was then discontinued. 


Mr. Encersrap. This is the computation of the payments to Dr. 
Welch in settlement of the oversea British edition of the journal 
Antibiotic Medicine and Clinical Therapy. 
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(At this point in the proceedings, Senator Carroll left the hearing 
room. 

Se Wadia From exhibit 67, MD-1, there is an explanation of 
the British edition. Mr. Morison’s letter indicates that the British 
edition 

Senator Kreravuver. Whose letter ? 

Mr. Encetstap. Mr. Morison’s letter. 

Mr. Drxon. Which isin the reeord. 

Mr. Encetsrap. Exhibit 67 explains that the British edition of 
Antibiotic Medicine and Clinical Therapy was launched in. October 
1956. There was a grant of $100,000 from Parke, Davis & Co. made 
during 1956 and 1957 contributed toward the cost of the journal 
during its first year of publication. 

Parke, Davis & Co. was to have first choice of advertising position 
in the magazine. During its 1 year of existence, 11 issues were pub- 
lished. The publication, lacking sufficient advertising support or 
subscription revenue, was then discontinued. 

Now we have the summary. Moneys received in connection with the 
oversea edition were the grant from Parke, Davis & Co. of $100,000, 
sales of subscriptions of $4,443.42, net advertising revenue, $9,395.80, 
sales of reprints, $391.44. The total moneys received were $114,230.66. 

Costs, less costs and expenses, $76,284.89, leave moneys not expended, 
or the balance, of $37,945.77. Fifty percent of this unexpended bal- 
ance was distributed to Dr. Welch in February and March 1958 in 
the amount of $18,972.89. 

Senator Krravver. I do not understand about the division of this 
remainder between: Dr. Ibanez and Dr. Welch. Was it returned to 
Parke, Davis? Did they send it back, or what happened ? 

Mr. Eneexstap. I have no additional information on that. 

Senator Kerauver. Anyway, what was left over after the discon- 
tinuance of the journal was divided between Dr. Ibanez and Dr. 
Welch ? ° 

Mr. Encetsrap. That is right. 

Mr. Dixon. Mr. Chairman, on that point, we have made reference 
to exhibit 205—the one you called our attention to, Senator Hruska, 
the explanation by Dr. Welch to Mr. Larrick of the meeting with Mr. 
Connor. Inthat memo, Dr. Welch said to Mr. Larrick: 

Dr. Holland, who recently joined the staff of editors of Antibiotic Medicine 
and Clinical Therapy, is in exactly the same position as I am, in that he has 
no business relationships with the company and receives an honorarium as other 
chief editors do of the five journals published by MD Publications. 

IT asked Mr. Engelstad to examine these records to give us some kind 
of comparison to measure that statement by, and I believe you did, did 
you not, Mr. Engelstad ? 

Mr. Enceustap. That is right. We received, in answer to the 
subpena to the MD Publications, a list of officers, directors and mem- 
bers of the editorial board of MD Publications magazines, and they 
are exhibit 215 to 215-GG. 

I have analyzed those documents to show the payments to editors in 
chief of journals. 

Dr. Henry Welch—I think the figures have been pretty well talked 
about here. They are in the neighborhood of $23,000, $32,000, 
$39,000, $49,000 a year. 
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Then Irving Joe Wolman was the editor in chief of the Quarterly 
Review of Pediatrics, which is from MD 152-P showing 1953 through 
April 6, 1960, the following payments 

Senator Krravver. Can: you give the total? 

Mr. Encetstrap. About $12,000 during the entire period. 

Senator Kerauver. What is the yearly average ? 

Mr. Encexstap. $2,000 a year average. This is the Quarterly 
Review of Pediatrics. 

Senator Krravuver. Is that published by MD Publications? 

Mr. Encexstap. That is a journal owned and circulated by MD 
Publications. 

The next magazine is the Quarterly Review of Surgery, of which 
Henry N. Harkins is the editor in chief, and he received—this in- 
formation is from exhibit No. MD 152-U—approximately $6,000 for 
the period, which averages about $1,000 a year, or less than $1,000 a 

ear. 

Edward A. Schumann, who is editor in chief of Quarterly Review 
of Obstetrics and Gynecology, 1953-55—this is from exhibit MD 
152-W—received $1,250 for that 3-year period, some overlap in 1955. 

Dr. Russell R. deAlv arez received about $4,000 for the period 1955- 
April 6, 1960. 

Then the next one is Quarterly Review of Psychiatry and Neu- 
rology, from exhibit MD 152-Y. Dr. Winfred Overholser is the edi- 
tor inchief. He received about $4,000 for this period. 

(At this point, Senator Carroll entered the hearing room.) 

Mr. Encetsrep. Two other journals, Journal of Clinical and Ex- 
perimental Pathology, Arthur M. Sachler. This is exhibit MD 152- 
R. There are no payments during the period. Paul W. Clough, 
editor in chief of the Quarterly Review of Internal Medicine and 
Dermatology—this is from exhibit MD 152-FF—received no pay- 
ments. 

Senator Keravuver. What was that about Dr. Holland? Mr. Welch 
said he received an honorarium on the same basis. 

Mr. Encexsrap. Dr. Holland received $4,875 for services June to 
December 1956, received that during 1956, and that is all he received. 
Senator Krrauver. That is the only record of any honorarium ? 

Senator Hruska. As far as the exhibit, it didn’t say, did it, and the 
letter from Dr. Welch didn’t say that he received the same hono- 
‘ariums? Itsaid the legal relationship is the same as that which I have 
had, namely, none. 


Mr. Dixon. He said Dr. Holland— 


is in exactly the same position as I am in that he has no business relationships 
with the company and receives an honorarium as other chief editors do of the 
five journals published by MD Publications. 

One point, Mr. Chairman: Our information is that Dr. Welch has 
been succeeded as editor in chief. Mr. Engelstad, did you not make 
a search to find out what his successor has been and is to be paid ? 

Senator Kerauver. When did Dr. Welch terminate his editorship ? 

Mr. Dixon. January 1, 1960. 

Senator Kerauver. And who is the new editor ? 
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Mr. Encerstap. Dr. Lawrence Putnam, of George Washington 
University, is the new editor of Antibiotics and Chemical Therapy, 
and of Antibiotic Medicine and Clinical Therapy. 

This notation I have here is from exhibit 58, which is H. W., Dr. 
Welch’s No. 57, and it is from copy of a letter November 11, 1959, 
from Dr. Ibanez to Dr. Putnam confirming Dr. Putnam to start as 
editor in chief on January 1, 1960. 

It states: 


As we discussed, your editorial remunerations based on the earnings of our 
other similar journals will be $250 per issue of each one of the two journals that 


you will edit. 

Senator Keravuver. What is his compensation over a period of 
time ? 

Mr. Encetsrap. This, for the two journals, would be $6,000 a 

ear. 
” Senator Keravuver. That is what the present editor is getting? 

Mr. Encetstrap. That is the ‘present editor. That is the hono- 
rarium. 

Senator Carrott. You mean $250 a month for each journal? 

Mr. Encersrap. That is right, which would be $6,000. 

Mr. Dixon. From exhibit 210, Mr. Engelstad, you disclosed that 
in 1959 Dr. Welch received about $39,000 for that same chore? 

Mr. Encerstap, That is right. 

Senator Kerauver. Mr. Engelstad, let me ask one further ques- 
tion. 

Referring to exhibit 211, in which you break down the amounts 
paid by the companies—take, for instance, Charles Pfizer & Co., 
that seems to be the largest one, the sale of reprints is $171,752. Dr. 
Welch would get 50 percent of that; is that correct ? 

Mr. Encerstap. He would get 50 percent of the net on that, and 
the costs are slightly less than 50 percent of the amounts charged 
for the sale price. : 

Senator Krrauver. Going by a formula which was followed from 
the inception, would an official action by Dr. Welch figure down al- 
most to the penny upon his income as to the consequences of any adverse 
action which might block the sale of reprints? 

Mr. Encetsrap. By the use of the formula, he could correctly de- 
termine the source of his money, of his payments, and therefore any 
actions taken would directly affect payment made to him. 

Senator Kerauver. He could calculate that fairly accurately ? 

Mr. Encersrap. That is right, from the formula that can be very 
accurately calculated. 

Senator Carroty. Was there any explanation, Mr. Chairman, why 
the earnings from MD Publications, Inc., in 1960 dropped to $11,000? 

Mr. Encetsrap. This payment of $11,000 to Dr. Welch in 1960 is 
a carryover of moneys not paid him in 1959. 

Senator Keravuver. But he hasn’t been the editor since January 1, 
1960. 
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Mr. Eneexstap. That is right, and the information provided to us 
shows that no moneys were calculated for 1960. The earnings are re- 
lated to activities ending December 31, 1959. 

Senator Carrouy. Was there any calculation of 1960 at all? 

Mr. Encetsrap. Not on the editorial work in relation to MD Pub- 
lications, but there are earnings derived from the operation of Medical 
Encyclopedia. 

Senator Carroii. For example, the name has been mentioned here 
of Pfizer, referring to the sale of reprints. Has that been broken 
down into years ? “What has been the situation this year? 

Mr. Encexstap. We have no information on the sale. 

Senator Carrotu. In other words, has there been a change in the 
pattern of the sale of advertising and of the sale of reprints ? 

Mr. Encetsrap. That has not been analyzed. 

Senator Carroti. Dr. Welch, as 1 understand it, has retired ? 

Mr. Encersrap. He has retired as editor in chief of the MD Pub- 
lications journals, 

Senator Carrot. In January 1960? 

Mr. Encexsrap. That is ah and I have made no analysis of the 
trend of the volume of business before and after that date. 

Senator Carroti. Now, I will ask counsel, if there is no objection, 
this question : 

Mr. Dixon, is there anything in the file that reflects a change in 
business relationship since January of 1960, either furnished by coun- 
sel or brought forward by subpena ? 

Mr. Dixon. No, sir. What we had asked for is the financial re- 
muneration of Dr. Welch for this period of time, and the information 
in these documents was that this relationship had come to an end 
January of this year with Dr. Welch’s resignation as editor in chief, 
as the result of the rulings of HEW late in 1959. 

Senator Carrory. I was under the impression that there is some 
testimony here that his successor as the editor in chief is receiving 
$250 a month for each of two journals. 

Mr. Dixon. That is correct, sir, 

Senator Carrouu. Is there any continuity in the pattern here? Does 
he get anything from the sale of advertising or 50 percent on the sale 
of reprints? 

Mr. Drxon. I don’t know that the period has existed long enough 
to develop it, but it would be my understanding that he has ‘the same 
responsibilities as Dr. Welch. But with res ect to Medical Ency- 
clopedia, Inc., of which he owned half, as Mr. Engelstad has sum- 
marized in exhibit 213, he continued to receive a teas through March 
of 1960 from that relationship. 
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Earnings distributed to Dr. Welch in the form of salary payments: 


Pe 2 ALE 2h a eda ch awed dpa a tab aetceies $5, 000. 00 
BOGS Seat ecaiclationp be ceanccbnwabcnsecusadasamaea eel 1, 500. 00 
RG i iiiice nn ccesracetinssschsaeengatcis ecinhstemabighinmeicinumceepgta dase 1, 500. 00 
I is nisin cisaasetaaestnas sa i dic wis ins an pmiameediaaaion el tees wesove Lekventateenccestaemaianiion 10, 000. 00 
UE erect tect saicoatychimronteats eaten mernteaeen guetta persia None 
TO ono nice et ee eee Ee ee Se 11, 250. 00 
3000, through: Magi. secre cs ek kd biindntbnntldiemble 7, 500. 00 
Total earnings distributed GS salary ano n60c~ scrncnncen 36, 750. 00 
Residual earning retained in the corporation: Net worth Feb. 28, 
DO sip edanss So cee case ees bean bade adds ema ta 7 52, 751. 41 
¥% of the net worth belonging to Dr. and Mrs. Welch’s 14 interest in 
CS (CPRORR Os ites kai neds niece lcntecmmenn 26, 375. 70 
Total earnings, distributed as salary pr residual to the credit of 
Bs PNR i csictanrcanssaciinaanwaeiadwaieniehinmatsikitan ices siencmencminnas 63, 125. 70 


1 Latest net worth figures supplied to the subcommittee by Dr. Welch. 


Note.—The corporation was formed in March 1953. Dr. Welch paid $2,000 to the 
corporation as capital subscription for 4% share in the corporation. 


Senator Hruska. Mr. Chairman, it is almost 12:30. I wonder what 
plans the chairman has for going on with the hearing ? 

(Discussion off the vecott) 

Senator Krravver. I think we should ask Mr. Larrick and Mr. 
Flemming for any additional information that they may have. I 
think that any information that they can give us on this matter as 
well as on all of the activities of Dr. Welch in connection with the 
Food and Drug Administration and the drug industry, is of sufficient 
importance so that we ought to have the fullest information and 
access to it. I have in mind asking them to get up any information 
they can and to make such information available for us to analyze 
and inspect. . 

Senator Hrusxa. I think that is splendid, Mr. Chairman. That, 
I feel, will bring us the whole picture. As nearly as I know, Mr. 
Dixon, they have been producing any information for which you 
have made requests, haven’t they ? 

Mr. Dixon. They have, sir. I would certainly think that all this 
information in the record is pertinent. They will have it available 
to them for study and for use in future appearances before the 
subcommittee. 

Senator Keravuver. If we do not have a full copy of what we 
received by subpenas from Dr. Welch—— 

Mr. Dixon. All the documents will be in the record this week. 

Senator Keravver. I ask that all the exhibits be submitted to them 
just as quickly as possible. 

I think the important factor here is that Dr. Welch was able to 
figure mathematically how much the loss of any of this drug com- 
pany business would mean. His income from advertising, reprints, 
and charges for extra pages was worked out on a formula basis. I 
find it difficult to understand how Dr. Welch could disassociate his 
official capacity from his financial interest in these publications. 
That is the main thing we want to get at, and any information that 
Mr. Larrick and Mr. Viewusion of the Department can give us in 
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that connection. We won’t set a date for the conclusion of this hear- 
ing but we will canvass the members and see what time will be suit- 
able. 


Mr. Drxon. Mr. Chairman, may I interrupt you a moment? We 
have not gone through a large number of these documents. I was 
following a procedure to make these exhibits easier for the subcom- 
mittee members to understand. I would suggest that this statement 
entitled “Information and Summary” be included in the record 
so that each of you when you are examining these documents will 
have its benefit for whatever it is worth to you. 

Senator Hruska. Is it a subject commentary or is it a listing by 
chronology, or what is it? 

Mr. Drxon. I prepared this summary to be helpful to you because 
I did not consider myself a witness. 

I considered myself attempting to show under three headings that 
I have referred to that, first, we would look at Dr. Welch as an 
official of the Food and Drug Administration ; second, we would exam- 
ine his activities for compensation, his profit as a commercial editor 
and publisher; and, third, we would present the several occasions 
when the problems raised by Dr. Welch’s outside activities came 
before his superiors and the manner in which these problems were 
dealt with. 

Senator Keravver. And the purpose is to make the exhibits un- 
derstandable. 

Mr. Dixon. I think it would be most helpful to you. 

Senator Hruska. I have no objection, Mr. Chairman, with that 
explanation of its nature. 

Senator KerAvver. I think it would be helpful to print that sum- 
mary at the beginning preceding the exhibits themselves. 

Without objection, that will be done. 

Senator Hruska. Mr. Chairman, if that is going to supersede the 
arrangement and chronology which Senator Dirksen and the chair- 
man have worked out earlier by putting it in in advance of that, I 
would suggest that Senator Dirksen be consulted. 

Mr. Dixon. It could be put in at the end. The documents are 
numbered and referred to in the record. 

Senator Keravuver. Very well; let it be put in at the end. 

(Exhibits 1 through 215-GG may be found beginning on p. 12213, 
followed by “Introduction and Summary” on p. 12797.) 

Mr. Drxon. Certainly, if there is anything subjective that you 
would consider in it, you can ignore it. But I don’t consider it as 
such. 

Senator Hruska. I could ignore it, but a lot of other people read- 
ing the record besides myself might not know what to ignore. 

Senator Kreravuver. This is a very serious and important matter, 
and it is necessary that we get the fullest information that we can. 

Mr. Market. Mr. Chairman, could I ask a question as a matter 
of information ? 

Senator Kerauver. Mr. Markel, by the way, was this income treated 
on Dr. Welch’s return to the Internal Revenue Service as income or 
as a gift? 

Mr. Market. I don’t know as to that, but I hope that—— 
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Senator Kerauver. Will you ascertain that, that is, how it is 
treated, how he reported it to the Internal Revenue Service ? 

Mr. Market. I will be glad to do that; yes. 

Senator Kerauver. And furnish the committee with a statement. 

(The information referred to may be found on p. 18056.) 

Mr. Marken. The question, Mr. Chairman, I wanted to ask was 
these documents you have received from the Government, there may 
be something there that we would like to put in. Are they available 
to us so that we can see whether we can help complete this record ¢ 

Senator Kerauver. Yes. 

Mr. Marxet. For example, specifically the reports by the Depart- 
ment to the committee of the House. I would like to see that put into 
this record. 

Mr. Drxon. It is in here. 

Senator Knravver. The transcript will be available, and we will see 
that it is furnished to you. 

Mr. Market. I just want to be-sure that all Government documents 
that we think ought to go along are also put into the record. 

Senator Keravuver. All documents that have been furnished to us 
have been put in the record. 

Mr. Dixon. Every piece of paper that was subpenaed and received 
is in this record. 

Senator Kerauver. You will have a copy of the transcript, Mr. 
Markel, and the same goes for Mr. Morrison and Mr. Murphy. 

Mr. Marken. The other question, will it be all right that 1 respond 
to counsel or to you by letter to answer your questions? 

Senator Krrauver. About the income tax? Yes; that is what I 
asked you to do. 

Mr. Market. Very well, I will respond to that in due course. 

Senator Kerauver. Senator Carroll, do you have any questions or 
comments ? 

Senator Carrou. I had the record last night and have gone over it. 
I won’t prejudge the case, but this sort of profit taking by men who 
hold high public office is shocking to me. 

This whole question ought to be reexamined by every department of 
Government, and this is not partisan. The outset of this came in 
1950; he received approval in 1950. Either his superiors knew, or 
didn’t examine very carefully into, the possibility of what developed 
later on. I commend the staff and the chairman of this committee 
for going into this. We will find out more as we get into this case, 
but I cannot conceive as a lawyer how anyone could contend that this 
is just an honorarium at all, and especially with the tremendous sums 
involved, the high responsibility of this type of case by a director of 
the Antibiotics Division. They talk about sale of advertising, sale of 
reprints, and I think that a full record ought to be made of this case. 

Senator Kerauver. I certainly agree with you, Senator Carroll, 
and I thank you for your contributions to the hearing, which have 
been most helpful. 

It was suggested yesterday by Senator Hruska—and I think he is 
right about it—that not only should the Health, Education, and Wel- 
fare Department be sent a copy of the exhibits in order to get to 
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them all the information possible—in asking that they cooperate with 
the staff in making information available—but I think that the rec- 
ord should also be sent to the Justice Department for their considera- 
tion. 
We will stand in recess, subject to the further call of the Chair. 
(Whereupon, at 12:35 p.m., the subcommittee recessed, subject to 
the call of the Chair.) 
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WEDNESDAY, JUNE 1, 1960 


U.S. Senate, 
Suscommitres on ANTITRUST AND Monopoty, 
oF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:15 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver (chairman), Carroll, Hart, Dirksen, 
and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Horace 
L. Flurry, counsel; Peter N. Chumbris, counsel for the minority; 
Nicholas N. Kittrie, counsel for the minority; Philip R. Layton, as- 
sistant counsel; Thomas C. Williams, attorney; Dorothy D. Goodwin, 
attorney; Bushrod Howard, Jr., attorney; Dr. John M. Blair, chief 
economist; Dr. E. Wayles Browne, Jr., economist; Dr. Irene Till, econ- 
= Paul S. Green, editorial director; and Gladys E. Montier, 
clerk. 

Senator Kerauver. The committee will come to order. 

Today we resume our hearings on the issues raised by our disclosures 
concerning Dr. Henry Welch, formerly Director of the Antibiotics 
Division of the Food and Drug Administration. 

Our hearings today will center around an antibiotic product bear- 
ing the trade name Sigmamycin sold by Chas. Pfizer & Co. 

Tomorrow we shall hear from two physicians who for years were 
members of the Bureau of Medicine of the Food and Drug Admin- 
istration, but who are not at this time. Friday the witnesses will be 
Secretary Arthur Flemming of the Department of Health, Education, 
and Welfare and Commissioner George Larrick of the Food and Drug 
Administration. 

By way of interpolation, we had originally thought it would be satis- 
factory and convenient for Secretary Flemming and Mr. Larrick to 
come before the committee on yesterday and today. Later on, it de- 
veloped that Secretary Flemming would have matters before the Ways 
and Means Committee, probably in the early part of the week. So 
then we thought that we would ask him to come Friday and have Mr. 
Larrick yesterday. Secretary Flemming called me in Tennessee and 
said that he would rather not have Mr. Larrick come until after he, 
himself, had testified, and that he would have some proposals to make. 
We deferred to his wishes in the matter and will have him and Mr. 
Larrick on Friday. So that we have switched the witnesses that we 
were going to have the latter part of the week to today and tomorrow, 
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by virtue of the fact that Secretary Flemming desires not to be heard 
until Friday. 

In addition to the issues raised by Dr. Welch’s activities, the Sec- 
retary has been invited to discuss any matter he desires affecting his 
agency and the ethical drug manufacturing industry. We will par- 
ticularly welcome any legislative proposals which he might care to 
offer. Ina conversation on the telephone, he indicated he would have 
some substantial suggestions to make, as he was very much interested 
in the whole problem. 

With regard to today’s hearings, Sigmamycin is a combination of 
two antibiotics: tetracycline and oleandomycin. Its most desirable 
feature, according to Pfizer’s advertising campaign, was the fact that 
it was said to be “synergistic.” Put very briefly, a product containing 
two drugs is said to be “synergistic” if the combined therapeutic 
effect, of the two drugs taken together is greater than the sum of the 
effects of the drugs taken separately. 

As has been amply demonstrated during the course of our hearings, 
the key to obtaining greater market shares in this industry is the 
ability to persuade practicing physicians that what is being offered 
is a new and better drug. There are three media through which the 
sales message can be brought to the physician: Direct mail advertis- 
ing, advertisements in medical journals, and visits by detail men. 
But since the recipient of the promotion is, himself, a trained man, 
immediately concerned with the welfare of his patients, the advertis- 
ing claims, no matter which media is used, must, it would appear, be 
based on what at least purports to be objective scientific evidence. 

It is against this background that Dr. Welch’s activities with regard 
to Sigmamycin must be appraised. These activities, I should stress, 
were carried on partly in his capacity as a private citizen but, also, 
partly in his official capacity as Director of the Antibiotics Division. 

Particularly involved here is Dr. Welch’s role as editor of the 
Antibiotics Annual, which consists of papers given before a sympo- 
sium jointly sponsored up to 1958 by the Food and Drug Administra- 
tion and Medical Encyclopedia, Inc. The papers given at this 
symposium are copyrighted and become the property of Medical 
Encyclopedia, which is jointly owned by Dr. Welch and Dr. Marti- 
Ibanez. The issue with which we will be principally concerned today 
is, therefore, Dr. Welch’s efforts in his official capacity to promote 
the commercial sale of the product of a private company. 

Before we call our first witness, Mr. Dixon has some documents he 
wants to offer for the record, unless there is some statement at this 
time by Senator Hruska. 

Senator Hrusxa. Sir? 

Senator Krravuver. Do you have anything you want to say ? 

Senator Hruska. No. Not at this time. I hear for the first time 
we are going to have some documents presented. The committee, as 
far as this Senator is concerned, knows nothing about those docu- 
ments, has never seen them before. But I presume, if they want to be 
offered, they can be. 

Senator Keravver. It will be recalled from one of our last meet- 
ings, I stated that the Food and Drug Administration would be asked 
to furnish any documents that they had in order to cooperate with 
the committee’s staff in going over certain records and documents 
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that might bear upon the matters we are interested in. These docu- 
ments have been located, and we thought it would be relevant to the 
inquiry, since they have been furnished to us by the Food and Drug 
Administration. 

If you will identify what they are, Mr. Dixon, we will make them 
part of the record. 

Mr. Drxon. As you stated, Mr. Chairman, as a result of your letter, 
the staff was given access to make a search of pertinent files of the 
Food and Drug Administration. From those files, we determined 
that Pfizer requested certification of Sigmamycin on August 20, 1956, 
and provision was made for its certification on September 28, 1956. 

This application, I would suggest, be made exhibit 216. 

Senator Kerauver. Without objection. 

(Exhibit No. 216 may be found on p. 12830.) 

Mr. Drxon. This application, when it was acted upon, was pub- 
lished in the Federal Register on Friday, September 28, 1956. ‘This 
should be made exhibit 217. 

Senator Keravuver. So ordered. 

(Exhibit No. 217 may be found on p. 12882.) 

Mr. Dixon. From the examination of the papers that we were given 
access to, it appears that on October 8, 1956, the Division of Anti- 
biotics requested from Dr. Henry Welch the approval of his opening 
remarks to be made to the antibiotics symposium, which was to be 
held on October 17, 1956. I suggest that this be made exhibit 218. 

Senator Kerauver. All right. That will be accepted. 

(Exhibit No. 218 may be found on p. 12835.) 

Mr. Drxon. There was a request on October 8, this same date, that a 
manuscript for publication in the Journal of Antibiotic Medicine and 
Clinical Therapy be reviewed and approved, so that it could be pub- 
lished by Dr. Welch. This I would suggest be made exhibit 219. 

Senator Keravuver. That will be made exhibit 219. 

(Exhibit No. 219 may be found on p. 12836.) 

Mr. Drxon. Then I would suggest that there be made exhibit 220 
the transmission slip to Mr. Harvey. He is now the Deputy Com- 
missioner of the Food and Drug Administration. 

Senator Keravver. That will be exhibit 220. 

(Exhibit No. 220 may be found on p. 12839.) 

Mr. Drxon. I would suggest that the approval by Dr. Harvey to 
the Division of Antibiotics of the two manuscripts, the opening re- 
marks and editorials, be made exhibit 221. 

(Exhibit No, 221 may be found on p. 12840.) 

Mr. Drxon. Under the date of October 15, 1956, from the Division 
of Antibiotics, there was an amendment to the opening remarks that 
had previously been approved. That should be made exhibit 222. 

(Exhibit No. 222 may be found on p. 12841.) 

Mr. Drxon. I would suggest there be copied into the record at this 

oint, as exhibit 223, the opening remarks which were made by Dr. 
enry Welch at the annual antibiotics symposium. 

Senator Keravver. All right. Let the opening remarks be made a 
part of the record. 

(Exhibit No. 223 may be found on p. 12844.) 

Mr. Drxon. I would suggest as exhibit 224 the actual editorial as 
published in the Journal of Antibiotics and Clinical Therapy. 
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Senator Kerauver. Very well. 

(Exhibit No. 224 may be found on p. 12846.) ‘ 

Mr. Dixon. In our previous hearings we put into the record previ- 
ous articles from the Saturday Review by Mr. John Lear. I now sug- 
gest an article which he has written for the current issue of the Satur- 
day Review be made exhibit 225. 

Senator Kerauver. Very well. 

(Exhibit No. 225 may be found on p. 12849.) 

Senator Kerauver. That was entitled “Public Health at 714 Per- 
cent.” 

Mr. Dixon. That is correct. 

I would suggest that we call as our first witness Dr. Gideon 
Nachumi. 

Senator Kerauver. Dr. Nachumi, will you come around, sir? 

Because of the nature of the testimony that is going to be given— 
and it does involve a serious controversy in which several agencies of 
the Government may be interested, as well as the general public—I 
suggest that Dr. Nachumi and the other witnesses today should be 
sworn. 

I think you would prefer it that way, I believe. Will you stand? 
Do you solemnly swear that the testimony you give to the committee 
will be the whole truth, so help you God ? 

Dr. Nacuumti. I do. 

Senator Hruska. Mr. Chairman, may I suggest for the record that 
until these last few minutes the Senator from Nebraska has not had 
an opportunity to see any of the exhibits which were placed into the 
record as of now. 


I understand that the morning’s pater will be centered about 
e 


them, and be based upon them. It is a little difficult for anyone to 
know of the nature of the testimony, or what questions to direct to 
the witness, without having some knowledge, even if it is very cursory, 
or quite plain, about the nature of the exhibits to be interrogated 
about. I just make that for the record, so that—— 

Senator Keravuver. I think they just came up from the Food and 
Drug Administration. Some of the exhibits are in books that we 
have here. 

Senator Hruska. Well, I am sure they would not have come this 
morning, Mr. Chairman. 

Senator Kuravuver. This testimony was supposed to have been given 
the latter part of the week, I don’t have copies of them either, 
Senator Hruska. 

Mr. Dixon. May I answer the Senator, please, Mr. Chairman? 

Since our last meeting on this subject, and, since we had access to 
these records, we have had approximately six of our staff members 
in the Food and Drug Administration, working night and day. These 
various records that were made available to the staff—the pertinent 
records that we thought were of interest to the subcommittee—as fast 
as they were chosen, the Food and Drug Administration, in many 
instances, made Thermo-Fax copies. Then they were brought back to 
the staff quarters. They have been worked on continuously, sir, to 
my knowledge, through Saturday, way into the night. 
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I know of the Senator’s interest in these copies. I have done my 
best to get copies of records that we think would be of interest to 
the Senator; except there comes a time of impossibility to supply 
them. In fact, the photostat machine in the U.S. Senate broke down. 
It is still not working, I could not have secured copies of all of them, 
even if it had been working, I know that. A Thermo-Fax machine 
will not reproduce these types of documents. 

I had hoped that the way we are going to present these exhibits 
will be meaningful to the Senator. I think that as they are intro- 
duced, Senator Hruska, you will see what at least I and the members 
of the staff consider the meaningfulness of the documents. I think at 
that time you will certainly be advised and be aware of what is con- 
sidered to be their pertinency. 

I am extremely sorry that we could not accommodate you, or do 
what we should have able to do. I concede that it would be 
well if we could have all these exhibits photostated and in your hands, 
and have an opportunity to sit down and show what is pertinent in 
each of the documents. But short of that, and due to the shortness of 
the time, I know of no other way to do this. 

Had we been able to proceed as had been originally scheduled last 
Friday, I think perhaps we may have been able to have done that. 
But with the rearrangement of the schedule, and after moving tha 
witnesses around, we have just been across the barrel ourselves, and 
this is the best we can do. 

Senator Keravuver. All right, let’s proceed. 

Senator Hruska. Mr. Chairman, I would just like to say that that 
is all very good, and I recognize the limitation of time. 

But, at the same time, are we going to be held by an iron-bound 
schedule to do things by days, when it reflects upon the quality of 
work which we can turn out? 

Next week is also a week, and the week after that. There are a 
lot of weeks after that. This matter has been pending for 10 years. 
It is important, it is vital; all of us recognize that it is. And we are 
sacrificing a thorough consideration of this committee in a dispropor- 
tionate desire to abide by a certain time schedule. 

When it reflects on the work of the committee in a degree that we 
will not be fair to our colleagues in the Senate when we turn out the 
type of report and testimony that we are going to do, I think it is 
something that we should very seriously consider. 

Senator Keravuver. Very well, we will do the best we can. 

Senator Hruska. It is all right for the counsel to say that the 
pertinency will be disclosed. Of course, it will be disclosed. I have 
every confidence in the staff that they will pick stuff which is pertinent. 

But I should like to know what it is, so I can realize its full mean- 
ingfulness; and while these witnesses are here who will testify about 
it, then I can ask them questions which will bring out its full perti- 
nence, its full meaning. And I cannot do it by for the first time seeing 
these exhibits which I cannot have time to read in their text before 
the witness testifies to it. 

So when he says in his testimony, for example, that this and this is 
contained in an exhibit, and this is interpretation of it, I have no idea 
and can have no idea as to what to ask him to find out whether that 
is fully embraced in the statement or exhibit or not. 
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It is upon that that I suggest that this very important hearing, 
affecting the public and affecting the users as well as the manufacturers 
of these things, and the basis of action of the Senate later on, are not 
being set up in a way, nor pursued in a way, which will give them their 
maximum nor their fair intent. 

Senator Kerauver. When the schedule was rearranged on Saturday, 
I immediately asked the staff to give us as quickly as possible what 
information they had as to what the witnesses today and tomorrow 
will testify. A memorandum was sent to all members of the Senate 
yesterday. I received mine this morning. It does give a brief synop- 
sis of what the witnesses are here to testify about and what we might 
expect them to say. 

You may proceed, Mr. Dixon. 

Mr. Dixon. Thank you, Mr. Chairman. 


TESTIMONY OF DR. GIDEON NACHUMI, KINGS COUNTY HOSPITAL, 
BROOKLYN, N.Y. 


Mr. Dixon. Dr. Nachumi, as I understand it, you are a resident 
physician in internal medicine at Kings County Hospital, in Brooklyn, 
N.Y.; is that correct ? 

Dr. Nacnumt. That is correct, sir. 

Mr. Drxon. Am I correct also in understanding that you worked 
as a copywriter with Pfizer International in 1956? 

Dr. Nacuumri. That is correct, sir. 

Mr. Dixon. At the time you were working, what was the school you 
attended and later graduated from ? 

Dr. Nacuumt. The Downstate Medical Center of the State Uni- 
versity of New York. 

Mr. Drxon. In 1956, when you were a copywriter with Pfizer Inter- 
national, you were still a medical student ? 

Dr. Nacuumi. I was a 3d-year medical student on a leave of absence 
from school. 

Mr. Dixon. When did you join Pfizer International ? 

Dr. Nacuumt. In the summer of 1956. 

Mr. Dixon. What were your duties there? 

Dr. Nacuumi. I was a medical advertising copywriter or promo- 
tional copywriter. 

Mr. Drxon. Had you always worked for Pfizer International ? 

Dr. Nacuumi. I had begun work earlier in 1956 with McAdams 
International, a medical advertising agency, which handled the Pfizer 
International account. 

This account terminated in the summer of 1956, and some of us 
were brought down to Pfizer International to work within the medical 
department there. 

nt Dixon. Would you describe your duties with Pfizer Interna- 
tional ? 

Dr. Nacuumt. They involved primarily the preparing of advertis- 
ing material, promotional material, the performing of library research 
on various subjects of interest, the editing of various articles submitted 
to us by people working on Pfizer products under the aegis of the 
company. 

Mr. Dixon. Doctor, when did you first hear about Sigmamycin ? 
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Dr. Nacuumi. Shortly after I arrived at Pfizer International, 
we were told by company executives that they were planning to come 
out with this new product, and our group was instructed to prepare 
various promotional themes for this new product. 

Senator Kerauver. Identify that time period again, please. 

Dr. Nacuumi. In the summer of 1956, I would say probably at the 
latest about the beginning of September 1956. 

Senator Kerauver. As I understand it, Pfizer International is the 
oversea corporation of Pfizer; is that correct ? 

Dr. Nacuumt. That is correct, sir. 

Senator Kerauver. Pfizer Domestic and Pfizer International are 
two separate operations ? 

Dr. Nacuumi. There are several subsidiaries or affiliated companies. 
I am not quite sure as to how they are related. 

Mr. Drxon. Did you attend meetings where you heard this product 
discussed ? 

Dr. Nacuumt. Yes, sir. 

As I said, we were requested to prepare various promotional themes. 
These themes, and other themes devised by other people, were debated, 
evidently by the higher executives, and finally somewhere in September 
all of us involved in promotion in the medical department, and I 
believe in the public relations department, were brought down to a 
large meeting of company executives at which we were told that our 
new theme would be the—for Sigmamycin, would be stress on syner- 
gistic activity. 

The key “A Third Era in Antibiotic Therapy,” was involved. 

Senator awe! What was that key phrase ? 

Dr. Nacuumr. And the key phrase, “A Third Era in Antibiotic 
Therapy”—the era of broad scope, synergism, was mentioned as a key 
phrase in this campaign. 

Mr. Dixon. Would you explain this “Third Era,” as you under- 
stood it, this theme that you have described ? 

Dr. Nacuumi. Well, we regarded penicillin, the development of 
penicillin, as the first era of antibiotic therapy. 

The development of a second clinical, useful antibiotic, streptomy- 
cin—no, I am sorry, I correct that again. 

The development of broad spectrum antibiotics, beginning around 
1950, with terramycin and aureomycin, was referred to as the second 
era of antibiotic therapy. 

And, as we believed at the time, Sigmamycin implied a new advance 
in antibiotic therapy. We considered this the beginning of a third 
era, a departure from previous modalities. This Sigmamycin intro- 
duced a new technique in antibiotics. 

Mr. Drxon. You said you attended a meeting in September ? 

Dr. Nacuumi. This was some time in September. It was a man- 
agement meeting. 

Mr. Drxon. Do you remember some of the executives or other peo- 
ple who were at this meeting ? 

Dr. Nacuumt. I cannot be sure, but I do believe that the President 
of International, Mr. Powers, and the area managers were there. 

I believe this followed an area manager meeting. I am not positive 
of that. 
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Mr. Drxon. In connection with your role, then, on Sigmamycin, 
exactly what did you do? 

Dr. Nacuumi. Well, the specific subject before this committee came 
up as we were preparing papers for presentation at the Fourth An- 
nual Antibiotics Symposium, to be held here in Washington. 

As is customary, people having received Pfizer products or Pfizer 
grants submitted papers to the symposium. These papers are either 
accepted or rejected for presentation. Some were in this process 
usually. Usually, they are first submitted to Pfizer, itself, for edito- 
rial changes. 

These changes usually are designed to make them more intelligible, 
perhaps more accurate, and perhaps sometimes to make more clear the 
advantages of the Pfizer product. 

Shortly before we were in the process of doing this, sometime in 
September, and shortly before the opening of the symposium, I was 
assigned, as part of this work, to revise a speech by Dr. Welch that 
I was told was to be presented at the fourth annual symposium as a 
welcoming address. 

Mr. Drxon. Let me see if I understand you correctly. As part of 
your duties, there was assigned to you the job of revising the opening 
remarks of Dr. Henry Welch, which he was to make at this 
symposium ? 

Dr. Nacuumt. That is correct, sir. 

Mr. Drxon. Was there delivered into your hands a copy of these 
remarks? 

Dr. Nacuumt. Yes, sir. I cannot tell you what form it was in, 
whether it was a typewritten or mimeographed set of remarks. But 
I was given such a form. 

Mr. Drxon. Can you place that from a time standpoint? 

Dr. Nacuumt. I have some difficulty. However, 1 would think, 
to the best of my recollection, that this was within a week or two of 
the symposium. . 

Mr. Drxon. Do you have a definite knowledge that it was prior 
to the time of the symposium ? 

Dr. Nacuumt. Definitely, sir. 

Mr. Dixon. Do you know how those remarks had been obtained in 
the company ? 

Dr. Nacuumt. I was told simply that Dr. Welch had submitted 
them for approval. That it was felt that they required some jazzing 
up to bring up some sales points for Pfizer, and I was instructed to 
try and doso. 

Mr. Dixon. Your instruction was to try to—— 

Dr. Nacuumi. Yes, sir. 

Mr. Drxon (continuing). As you term it, “jazz” it up? 

Dr. Nacuumi. That is not a quote, but a paraphrase of the general 
instructions. 

Mr. Drxon. And you worked on those opening remarks, is that 
correct, sir? 

Dr. Nacuumt. That is correct, sir. 

Mr. Drxon. Did you suggest changes in those opening remarks? 

Dr. Nacuumi. Yes, sir, I did. 
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Mr. Drxon. I am going to show you the opening remarks that Dr. 
Henry Welch made on October 17, 1956, at the symposium, and ask 
you to point out to us any changes that you, yourself, suggested be 
made in those opening remarks. 

It has been received in the record as exhibit 223. 

(Exhibit No. 223 may be found on p. 12844.) 

Dr. Nacuumi. The first part of the presentation, I do not recall 
at all seeing: that is paragraphs 1, 2, 3, and—those three I did not 
see, They are, I guess, concerned primarily with welcoming people 
and what have you. 

I saw the other parts, except the last two paragraphs. 

To the best of my recollection, there were several changes made. 
But the only one that stands out to me now is one in which the 
“Third Era of Antibiotic Therapy” is mentioned. 

Mr. Dixon. Would you read what you refer to? 

Dr. Nacuumi (reading) : 

It is quite possible that we are now in a third era of antibiotic therapy; the 
first being the era of narrow spectrum antibiotics, penicillin, and streptomycin; 
the second, the era of broad spectrum therapy; the third being an era of com- 
bined therapy where combinations of chemotherapeutic agents, particularly 
synergistic ones, will be customarily used. 

Mr. Dixon. Then am I correct in understanding that the words of 
the sentence you read were not in the opening remarks that were 
originally given to you? 

Dr. Nacuumt. In this form, no, sir. 

Mr. Drxon. You definitely have a recollection that it was your 
suggestion that this sentence be included; is that it? 

Dr. Nacuumti. Yes,sir. Mine and other members of our group. It 
is hard to say I specifically put one word or another. But the final 
form is that of our group’s. 

Senator Hruska. Well, Doctor, you said in this form they were 
not in the opening draft. What form were they in, in the opening 
draft? 

Dr. Nacuumt. Well, there was no mention of a third era of anti- 
biotic therapy in the opening statement that I recall. 

Senator Hruska. Are you sure of that? 

Dr. Nacuumt. Yes, sir. 

Mr. Dixon. Senator Hruska, in the exhibits which we received from 
the Food and Drug Administration, the original draft that was sent 
eventually to Dr. Harvey for approval did not have them in it, either. 
The supplemental sheets which were sent shortly before the sym- 
posium, 2 days earlier, do contain them. 

Senator Hruska. Were there any intervening drafts that you know 
of, Doctor, aside from the first draft and this final draft? 

Dr. Nacnumi. Well, there were several drafts that we worked on 
at Pfizer in this period, wrote out and discarded for various reasons. 
This was arrived at after a fair amount of work. 

Senator Kerauver. What you mean is that the several drafts you 
were referring to were prepared internally within the Pfizer organ- 
ization ? 

Dr. Nacuumt. Yes, sir. 

a Keravver. With you and the public relations men and 
others # 
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Dr. Nacuumi. With myself and other members of the medical 
advertisement department, the—the public relations men, as far as I 
knew, did not receive the speech until we completed our work on it. 

Senator Kerauver. What is the purpose of having this “third era” 
theme; or, as you say, to “jazz” up Dr. Welch’s remarks? 

Dr. Nacuumt. Well, as I said before, we, or rather the organization, 
had considered various promotional themes. Many of them were pro- 

osed, considered, and then rejected. The “third era” theme was the 
Tast one decided upon. It has a dramatic quality to it. 

I think one can see its pictorial value. It kind of implies that 
the development of Sigmamycin is of comparable importance to the 
discovery of the broad spectrum antibiotics, and perhaps even of 
penicillin. 

Senator Hruska. Doctor, in this release, was Sigmamycin men- 
tioned ? 

Dr. Nacuumr. Yes, sir. Not by trade name, but, if I may quote 
here—— F 

Senator Hruska. In the sentence, is there Sigmamycin in it? 

Dr. Nacuvumt. No, in this sentence, no, sir. 

Senator Hruska. Why didn’t you put it in? You were engaged to 
sort of jazz this up for sales purposes. Why didn’t you put it in? 

Dr. Nacuumt. I think this is primarily a question of what the 
advertising people call hard sell and soft sell. This was considered—— 

Senator Hruska. And anyone else who could qualify for a “third 
era” business would be just as much a beneficiary of this as Pfizer? 

Dr. Nacnumr. That is true, sir. 

Senator Hruska. So that you were speaking for the whole industry ? 

Mr. Nacuumt. Well, at this time Pfizer was the only drug house 
that I know of with a combination which was claimed to be synergistic. 

Senator Hruska. That is right. But any house you didn’t know of 
who was doing this same thing, or who would do it at a later time, 
would be the beneficiary of that Statement as much as Pfizer? 

Dr. Nacuumt. Absolutely, sir. 

Senator Hruska. Is there anything wrong with the statement? Is 
there anything deceitful about it or false? 

Dr. Nacuumt. Deceitful; no, sir. 

Senator Hruska. It isa pretty good statement ? 

Dr. Nacnumri. An optimistic statement. 

Senator Hruska. Sir? 

Dr. Nacnumr. A rather optimistic statement. 

Senator Hruska. I didn’t hear you. 

Dr. Nacuumt. A rather optimistic statement, sir. 

Senator Hruska. And, yet, you approved it? 

Dr. Nacnumr. At this time it expressed my feelings, and I think 
es feelings of most of us who were working on the promotion of this 

rug. 

Senator Hruska. And probably, therefore, when it was made in the 
opening statement of Dr. Welch, he thought at the time it was a pretty 
good statement ? 

Dr. Nacnumt. I cannot discuss Dr. Welch’s feelings. I just don’t 
know. Thad no contact with him. 
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Senator Hruska. Doctor, we were furnished with a statement given 
by Dr. Nachumi—your name—on May 31, 1960. Did you prepare that 
statement ? 

Dr. Nacuumt. Yes, sir. 

Senator Hruska. On the second page, in the last paragraph, 
Doctor—have you the statement before you, a copy of it ? 

Dr. Nacuumi. No, I don’t. 

Senator Hruska. Well, can we see that he gets one? 

Dr. Nacuumt. I have one now, sir. 

Senator Hruska. Is that the statement which you prepared, and 
which you gave to the staff of the committee ? 

Dr. Nacuumt. Yes, sir. 

Senator Hruska. Will you refer to the last paragraph there? 

Dr. Nacnumt. Shall I read it? 

Senator Hruska. Yes, read the last line of the last paragraph. 

Dr. Nacuumi (reading) : 





Which was in line with the third era theme that we were then working on and 
using promotion advertising materials on Sigmamycin. 

Senator Hruska. The last sentence, Doctor, I am sorry. 

Dr. Nacuumti (reading) : 

I have read the printed version of Dr. Welch’s “opening remarks” and find in 
the latter half of the address, the phrase “a third era in antibiotic therapy, the 
era of broad-spectrum synergism” which is one that we inserted and which was 
in line with the “third era” theme that we were then working on and using in 
promotion and advertisement materials on Sigmamycin. 

Senator Hruska. Now, Doctor, the words that you read in the lat- 
ter half of his address, you set out the phrase—and I am quoting— 
a third era in antibiotic therapy, the era of broad-spectrum synergism. 

Dr. Nacuumt. Yes, sir. 

Senator Hruska. Those are the words which you found in the 
printed remarks that you read, that you recited. You are quoting 
those words, are you not, in your statement ? 

Dr. Nacnumt. From my memory, sir. 

Senator Hruska. Sir? 

Dr. Nacuumt. From my memory 


. 
« 


Senator Hruska. Well, wait a minute, Doctor. You said: 


I have read the printed version of Dr. Welch’s opening remarks, and find in 
the latter half of his address— 
and then you quote words. 

Did you or didn’t you quote them ? 

Dr. Nacuumi. As I was writing this statement, his remarks were 
not in front of me. I had seen them previously. 

Senator Hruska. So that you did not quite quote the words. You 
say that you quoted them, and you put them in the statement, but 
you didn’t quite do it? 

Dr. Nacuumt. You are right, sir. 

Senator Hruska. As a matter of fact, those words do not appear 
in that sequence in the printed statement, do they, Doctor 4 

Will you read the printed statement ? 
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Dr. Nacuumi (reading) : 

It is quite possible we are now in a third era of antibiotic therapy ; the first era 
being the era of narrow-spectrum antibiotics, penicillin, streptomycin; the 
second, the era of broad-spectrum therapy; the third being an era of combined 
therapy where combinations of chemotherapeutic agents, particularly synergis- 
tic ones, will be customarily used. 

You are correct, sir. 

Senator Hruska. So that when you did set this out in your state- 
ment, you were in error? 

Dr. Nacuumi. Correct, sir. 

Senator Hruska. Now, in some of the other matters that you have 
been sort of depending upon your memory for, do you suppose you 
are as accurate in those answers as you were in this one? 

Dr. Nacuumt. To the best of my ability, sir. 

Senator Hruska. To the best of your ability ? 

Dr. Nacuumt. Yes, sir. 

Senator Kerauver. As I understand it, on your way down here, 
you wrote these out on the train, from memory 4 

Dr. Nacuumi. Correct, sir. 

Senator Hruska. The point is, Mr. Chairman, that this statement 
was given for the purpose of informing the committee on the witness’ 
recollection of things, on his statement of fact. 

He didn’t say it is his recollection. He said, “I have read and I 
find.” 

Now, the point is that if his recollection—and I am sure most of 
us, when we go back 4 years, would probably be a little hazy—but 
when it is represented that he has read and he has found, and it is 
presented to the committee as a statement, and the man is under oath 
now, I think the question can logically be asked: Is his memory as 
accurate, or inaccurate as the case may be, in some of these other things 
about which he is recollecting as to time, as to substance, as to what 
happened ? 4 

Senator Kerauver. Anyway, we have the actual printed words. 

Dr. Nacuumt. Yes, sir. 

Senator Keraurrr. They are before us, and you checked them, 
after you wrote them down ? 

Dr. Nacuumi. Yes, sir. 

Mr. Dixon. Dr. Nachumi, when those words were added to the 
opening remarks to be given by Dr. Welch at this symposium, were 
they considered by your associates as valuable to Pfizer ? 

Dr. Nacuumr. Yes, sir. I think we all felt that this would be a very 
usable quote for our initial promotion of Sigmamycin; that this being 
a quote from as respected an authority as Dr. Welch, of this nature, 
would be useful in convincing physicians to use or prescribe Sigma- 
mycin. 

Mr. Drxon. Previous to this time, the product Sigmamycin had been 
approved and certified by the Food and Drug Administration ? 

r. Nacnumt. Correct, sir. Well, this, I am not sure. From my 
own knowledge, I do not know. 

oe Drxon. I think the exhibits we have put in the record show that 
it had. 
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Did you not have personal knowledge that prior to this time that 
you were working on these opening remarks, there was then underway 
a promotional campaign to advertise Sigmamycin, and that the theme 
had been selected ? 

Dr. Nacuumi. Yes, sir. 

Mr. Dixon. What was the theme? 

Dr. Nacuumt. “Third era of antibiotic therapy.” 

Mr. Dixon. In other words, you in Pfizer were preparing a promo- 
tion campaign predicated upon this new theme 

Dr. Nacuumi. Correct, sir. 

Mr. Dixon. And you had this opportunity to put this new theme in 
the opening remarks of the top ofticial of the Food and Drug Ad- 
ministration dealing with antibiotics? 

Dr. Nacuumi. Right, sir. 

Mr. Drxon. And you considered that to be a valuable asset to Pfizer ? 

Dr. Nacuumi. Yes, sir. 

Senator Keravuver. I had understood that the words particularly 
of an official in the Government—in this case, the head of the Anti- 
biotics Division—carried great weight overseas. 

What about the weight of a statement that a top official in the Anti- 
biotics Division would carry ? 

Dr. Nacuumi. Well, it was hard for me to judge, since I had not 
been in medical practice or finished my training. But I was in- 
formed by physicians who were in the department that this would 
carry great weight. 

By my own knowledge, Dr. Welch was at that time, and I presume 
still is, regarded as quite an authority in the field of antibiotic therapy. 
He has a classical text in the field. 

Senator Kerauver. How did you feel about the matter yourself? 

Dr. Nacuumi. Well, at this time I was very impressed by what I 
had read of our results with Sigmamycin. We were all kind of en- 
thusiastic. Whether it was in part because it was better for our em- 
ployer to think this way, or whether this was just the evidence, I can- 
not really tell in retrospect. 

I think that in part we honestly were looking forward to a new 
antibiotic agent which would overcome the resistant staph and with 
the results prepared by the Pfizer researchers we were really, you 
know, kind of hepped up. 

This was the answer. And not only was this the answer to a serious 
problem, but we had it. 

Senator Kerauver. Maybe I didn’t make my question clear. How 
do you feel about having Dr. Welch’s remarks changed in draft, be- 
fore the speech was given ? 

Dr. Nacnumt. Well, firstly, this came in the middle of a bunch of 
articles to be edited for the symposium. It was unusual to my mind 
at that time. 

I did ask some of my superiors, and they said this was a kind of 
customary courtesy extended by the company. They satisfied me at 
thetime. Today it would not. 

Senator Kerauver. Today it would not ? 

Dr. Nacuumi. That is right, sir. 

Senator Kerauver. What do you think about it today ? 
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Dr. Nacuumt. Well, today I think it was an abuse of his position. 
Whether an actual infraction of the law was involved or not, this was 
a kind of, let’s say, unesthetic, at least, performance. 

Senator Krravuver. Do I understand you to say that the promotional 
material, advertising, and so forth, is all prepared before the sym- 
posium is actually held, and the theme of the promotion and adver- 
tising was the “new third era”? Were you working on it, or what 
was the status of it ? 

Dr. Nacuumi. Could you restate that question again ? 

Senator Kerauver. I say, what was the status of the advertising 
and promotional material which carried the theme, “the new third 
era,” or whatever the actual words were ? 

Dr. Nacnuumi. Well, some of it was in first draft; that would be 
typewritten material. Some of it was already mimeographed for 
circulation between members of the various departments, internally 
and in Pfizer. 

Some of the art work, I believe—and this I could not speak of on 
my own knowledge—was already in process of being—I can speak 
of my own knowledge—was already in process of being arranged for, 
contracted for, with commercial artists. 

ed Keravver. That was before the symposium was actually 
held 

Dr. Nacnumi. Correct, sir. 

Senator Keravver. All right. 

Mr. Dixon, you may proceed. 

Mr. Dixon. [have no more questions of Dr. Nachumi, Mr. Chairman. 

Senator Krravuver. Senator Hruska, do you have any questions of 
Dr. Nachumi ? 

Senator Hruska. Doctor, if Dr. Welch had added another phrase 
about this “third era,” that would have been specially dramatic and 
nice and dressy, and would have jazzed up your sales policy, and would 
not have been dreamed up by your staff, would you still have used it? 

Dr. Nacuumt. Definitely, sir. 

Senator Hruska. Asa matter of fact, so far as the merit of the thing 
is concerned, at that time both the medical men and the research men 
were quite convinced that this was a new and a third era; were they 
not? 

Dr. Nacuumt. Yes, sir. 

Senator Hruska. There is nothing wrong with the statement ? 

Dr. Nacuumt. Only at hindsight. 

Senator Hruska. As of that time there was nothing wrong with the 
statement intrinsically and inherently ? 

Dr. Nacuumti. Right. 

Senator Keravver. Senator Dirksen ? 

Mr. Kittrie? 

Mr. Krrrrm. This statement was not a fabrication of something that 
did not exist, was it ? 

Senator Keravuver. Just a minute, Mr. Kittrie. Senator Carroll 
and Senator Hart are present. I am glad to have so many members 
of our commitee here. I will get to you in a minute, Mr. Kittrie. 

Senator Carroll, do you have some questions? 

Senator Carroty. I will pass for the time being. I came in late. 
I want to catch up on what has been happening here. 
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Senator Kerauver. Senator Hart, do you have some questions? 

Senator Harr. I would like to ask a question that doesn’t relate 
to the problem of Dr. Welch, so I will wait for Mr. Kittrie. 

Senator Keravuver. Very well. 

All right, Mr. Kittrie. 

Mr. Kirrrie. I would just like to find out actually what the state- 
ment meant, and this is the reason for my question. 

Was this a fabrication of something that was invented by promo- 
tion people? 

Dr. Nacuumt. Yes and no. 

Mr. Krrrrim. Did you invent this phrase? 

Dr. Nacuumi. I, myself? I do not believe so. I believe one of our 
group did. But I had the assignment of writing the letter. It was 
tossed back and forth between us. 

Mr. Krrrrie. So I mean, actually, it was after much discussion be- 
tween different people? 

Dr. Nacuumt. In the advertising group, yes. 

Mr. Krrrriz. Can you positively say this was an invention of ad- 
vertising people, rather than the view of medical people? 

Dr. Nacuumti. No, I cannot. There were in our group both medi- 
cal and advertising people. We were—even the straight advertising 
people, without any medical background, were very well briefed on 
the background, scientific background of Sigmamycin. 

Mr. Krrrrim. And from other evidence we had here before, Dr. 
Welch was always very interested in the drug—spectrum drugs, is 
that right? This was one of the things he was all excited about? 

Dr. Nacnumi. I must admit that my only recollections of things 
that he has written have been in relationship—no, not quite—but 
almost all have been in relationship to broad spectrum. This is true, 
but I cannot say, as a matter of fact, because I have 

Mr. Krrrrie. This is something he was particularly interested in, is 
that right ? 

Dr. Nacuumr. Well, I don’t know, because I just don’t know Dr. 
Welch, nor all his work. 

Mr. Krrrriz. I see. 

Now, when you added this phrase, did you feel that he would 
definitely follow what you suggested, or did you feel it was really up 
to him to make a decision ? 

Dr. Nacuumt. I received the assignment from my superiors. It 
went back to my superiors. I was under the presumption that it was 
a letter he was to use—or, rather, a speech that he was to use. I had 
no way of knowing what it was. I have no way of knowing that the 
initial draft came from him. And I have no way of knowing that the 
draft went back to him. 

The only thing is I recognize these remarks as our insertion. 

Mr. Kirrrie. Well, it is quite possible that he adopted it because he 
thought it represented his own 4 comm rather than being a concession to 
you; isn’t that right? 

Dr. Nacuumti. It is certainly possible, but I would rather not guess 
as to his motivation. 

Mr. Kirrrie. I mean you have borrowed expressions from other 
people at times. Has there not been a case where you would say some- 
thing and somebody would summarize it, and you would say you said 
it better than I could have said it? 
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Dr. Nacuumt. Certainly. 

Mr. Krrrrre, I mean, it is possible in this case this was his feeling? 

Dr. Nacnumt. Yes, sir, except I suspect that—well, yes, sir. 

Senator Kreravuver. Finish your answer. 

Dr. Nacrumt. This is my own opinion. It just seems to me that in 
the light of my awareness today, I would say that Government officials 
a perhaps be more discreet as to whom they borrow expressions 

rom. 

Mr. Krrrrie. But you certainly believed in this expression at the 
time, did you not? 

Dr. Nacuumt. Yes, sir. 

Mr. Krrrrir. And, as you said, everybody had great hope at that 
time? 

Dr. Nacuumt. Definitely, sir. 

Mr. Krrrrre. I mean IT am actually trying to find out if there is 
anything the matter in borrowing an expression that to you appears 
at the time to be a proper expression of a situation ? 

Dr. Nacuumt. This would depend very much on the position and 
other problems that I really am not in a position to decide upon. I 
think that is the job of your committee. 

Mr. Krrrrre. Thank you. 

Dr. Nacrumr. You are welcome. 

Senator Kerauver. To clear up one thing, you said everybody 
agreed that they had big hopes for Sigmamycin at that time. You 
are talking about everybody in your medical and advertising team 
within Pfizer? 

Dr. Nacnumt. Yes, sir. And I suspect any physicians on the out- 
side who would have been told about the product would, you know, 
have hopes. 

Whether they would have ee I don’t know. I suspect 
physicians on the outside might have been more cynical. 

Senator Keravuver. Since you hdve been a practicing physician, 
have you later ascertained that there were authorities in the medical 
field who did not have this hope? 

Dr. Nacuumt. Definitely, sir. 

Senator Krrauver. What is that? 

Dr. Nacnumt. Definitely, sir. That it did not have the expecations. 

As far as the expectations of Sigmamycin: 

Senator Kreravver. I couldn’t understand what you said. 

Dr. Nacuumt. I think all physicians are looking forward to a very 
powerful antibiotic which we don’t have at the moment. However, 
certainly many authorities in the field question the validity of the 
interpretations of the results and experiments with Sigmamycin as 
Sigmamycin reached the market, or reached their hands. 

Senator Keravuver. As of that time, Pfizer was the only company 
that you knew of that had a so-called synergistic product; is that 
correct ? 

Dr. Nacrrumt. A broad-spectrum, synergistic product is what we 
called it at that time, or broad scope. 

Senator Keravver. It is a combination of two other products? 

Dr. Nacuumt. Yes, sir. Pfizer also produced another combination, 
several other combinations, one of penicillin and streptomycin. But 
synergism was not usually claimed for these, except against specific 
organisms. 
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Senator Krerauver. All right. 

Senator Harr. Mr. Chairman—— 

Senator Kerauver. Senator Hart? 

Senator Harr. This doesn’t relate, as I said, to Dr. Welch particu- 
larly, but it goes back to a concern that some of us expressed many 
months ago in these hearings. How long were you engaged in medical 
advertising, or copywriting, with Pfizer? 

Dr. Nacuumr. With McAdams and Pfizer, from around March of 
1956, until September of 1957. 

Senator Harr. Who checked 

Dr. Nacuumi. Correction; or amendation. Since then, I have also 
had some free-lance editing from Pfizer. 

Senator Harr. You were a medical college student during that 
initial period ? 

Dr. Nacuvumt. Correct, sir, on leave of absence. I returned to 
school in September of 1957—October of 1957. 

Senator Harr. As far as you knew, who checked your medical 
claims with respect to the drugs you were advertising, the ads you 
were writing? 

Dr. Nacuumt. My immediate superior was a physician, and the 
head of the department was a physician. The material was circu- 
lated through the department, initiated at various points. 

These would vary. Theoretically, every bit of material would— 
which involved medical points, would be checked by my superiors, my 
medical superiors, whether I had written it or someone else had 
written it. 

As a matter of fact, quite often several physicians would have this 
responsibility. This would vary with changes in personnel, and 
changes in the structure of the department, which occurred rather 
frequently. 

Senator Harr. During the period you were there, did you ever see 
in print a medical claim that you felt not justified ? 

Dr. Nacuumi. Let me think back on that for a moment. 

I would say, yes, sir. But if it was seen, on the whole, I think I 
can presume—if I saw it, I would have changed it, or asked someone 
else to change it. 

More often than not, the inaccuracy would not be in specific claims, 
but in perhaps specific items of language, of medical language. ‘These 
are the most common inaccuracies I encountered; that was my area 
of concern at the time. 

Senator Harr. Let me ask you in another way to see if I understand 
your answer. You are now a practicing physician ? 

Dr. Nacuumt. A resident physician, sir. 

Senator Harr. A resident physician. Across your desk, I take it, 
come medical advertisements ? 

Dr. Nacuumt. Yes, sir. 

Senator Harr. In considerable volume? 

Dr. Nacuumti. Yes, sir. 

Senator Harr. Have you noticed, in that advertising, claims which 
you think, in your medical judgment, to be inaccurate ? 

Dr. Nacuumt. In a general sense, yes. 

In a specific sense, no. That is, I usually assume that the specific 
claims made, and very specifically made, are accurate. It is the im- 
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plications derived from these claims that border on the area of in- 
accuracy. I do not recall ever really having seen something in print 
that I would consider an outright ican or an absolute mistake. 
But the implications derived by it, or presented by the ad, are very 
often inaccurate or misleading, perhaps would be the better term. 

Senator Harr. Have you been conscious of having been misled, as a 
physician, because of an ad ? 

br. Nacuumi. Yes, sir. And yet if I think of that specific ad, the 
specific ad was accurate. That is, the medical claims made were 
accurate. Again, it was the implication derived by the ad that was 
inaccurate, 

Senator Harr. But you, as a licensed physician, nonetheless, were 
misled by the implications? 

Dr. Nacuumt. Correction, sir. I have not yet received my license. 
I have not yet taken my qualifying exams. Would you repeat 
the question again ? 

Senator Harr. But the implication, not the specific claim—the im- 
plication you believe misled you ? 

Dr. Nacuumt. Yes, sir. 

Senator Harr. All right. As to this fourth symposium, returning 
to the immediate subject of the hearing—I am not familiar with the 
customs. Who picked up the tab? What is a symposium? What 
is it all about? Or has that been established ? 

Mr. Drxon. That has been established, sir. 

Senator Harr. I apologize. 

Mr. Drxon. In the record of the series of hearings we last held, it 
was shown that Medical Encyclopedia, Inc., picked up the tab for the 
symposium. 

Senator Harr. Thank you very much. 

Senator Kreravuver. Do you know, Doctor, who picked up the tab? 

Dr. Nacuumi. No, sir; I do not. I did not realize until only 
yesterday that the FDA sponsored the symposium. I was not aware 
of the details. 

{ Senator Kerauver. The records show that Medical Encyclopedia, 
ne. 

Mr. Drxon. The symposium’s directors are furnished by FDA it- 
self. In the yearly request to cosponsor this symposium, it was made 
clear that the original request was predicated on the fact that the 
budget of the Food and Drug Administration had been cut, but they 
thought it was worth while to hold the symposium, and it would not 
cost the Government anything to join in as a joint sponsor. That 
same condition prevailed until finally, I believe, in 1958, the Food 
and Drug Administration withdrew its cosponsorship of the sympo- 
sium, but Dr. Welch was approved to continue serving as chairman. 

Senator Kreravuver. All right. Anything else? 

Senator Dirksen. Yes; I have something. 

Senator Kerauver. Senator Dirksen. 

Senator Drrxsen. I suppose that it is inappropriate to call you a 
doctor as yet. 

Dr. Nacuumt. No, sir. I received my medical degree from my 
medical school. As such, I am a physician. 

Senator Dirksen. But you have not yet been admitted to practice. 

Dr. Nacuumr. That is correct, sir. Practice in various States re- 
quires a qualifying exam, which I have not yet taken. 
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Senator Dirxsen. Well, can one call a person a doctor unless he has 
passed his examination ? 

Dr. Nacuumt. Yes, sir. I do not know how it is in law. I do not 
know if a lawyer is a lawyer before he receives his bars. But in medi- 
cine, this is customary. 

Senator Dirxsen. Well, for lawyers, I can say you are not a lawyer, 
until you are admitted to the bar. How old were you when you went 
to work for McAdams? 

Dr. Nacuumt. In 1956—29. Wait—yes, 29. 

gg Dirxsen. Twenty-nine. How far had you gone in medical 
school. 

Dr. Nacuumt. I had terminated my third year of medical school. 

Senator Dirksen. Well, now, does that include your preparatory 
work, or actual medicine. 

Dr. Nacuumi. The third year is called the clinical year—third and 
fourth years are considered the clinical years in medicine. 

Senator Dirksen. Where did you do your medical work? 

Dr. Nacuumi. At the Down-State Medical Center of the State uni- 
versity—of the University of the State of New York. I am not quite 
sure of its title. 

Senator Dirxsen. Well, then, you had preliminary college work. 

Dr. Nacuumt. Yes, sir. 

Senator Dirksen. ‘Two years 

Dr. Nacuumi. Three years. 

Senator Dmxsen. And you were in your third year. 

Dr. Nacuumt. I had finished my third year. 

Senator Dirksen. You had finished your third year. 

Dr. Nacuumi. Yes, sir. 

Senator Dirksen. How many more years did you have to go. 

Dr. Nacuumi. One year, sir. 

Senator Dirksen. And after that came your internship. 

Dr. Nacuumt. Correct, sir. And now my residency. 

Senator Dirksen. Yes. So you were a medical student. 

Dr. Nacuumr. At this time. 

Senator Dirksen. Not a doctor. 

Dr. Nacuumt. But, sir, I was employed specifically as a writer, and 
not as a medical student, not as a physician. My title was medical 
writer, medical copywriter at the time. 

Senator Dirksen. The reason I raised the question, I think this 
committee has got to be pretty careful about the kind of opinion that 
goes on the record, because there are rumors from the newspapermen, 
and what is said here goes out. 

Dr. Nacuumt. I agree, sir. 

Senator Dirksen. So when you expressed an opinion at the time, 
you were doing copywrite work in this particular field, you were 29 
years old. 

Dr. Nacnumt. Right, sir. 

Senator Dirksen. You were still a medical student. 

Dr. Nacnumr. Correct, sir. 

Senator Dirksen. You had had no practice at all. 

Dr. Nacnumi. Correct, sir. 

Senator Dmxsen. In the field of medicine. Your whole experience 
was obtained in the classroom. 
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Dr. Nacuumi. No, sir. The third year is spent at the bedside in 
the hospital. 

Senator Dirxsen. The third year. 

Dr. Nacuumi. And the fourth year. 

Senator Dirksen. You prescribed for people in the third year? 

Dr. Nacuumi. Under the supervision of my superiors. 

Senator Dirxsen. That is not what I asked you. I asked you 
whether you prescribed. 

Dr. Nacuumi. Yes, sir; subject to review by my superiors. 

Senator Dirksen. I see. That is quite a different business, isn’t it? 

Dr. Nacnumt. Certainly, sir. 

Senator Dirksen. When you are a doctor, you are on your own, 
under no supervision. 

Dr. Nacinumt. Correct, sir. 

Senator Dirksen. And whether the patient 

Dr. Nacuumt. Well, I think that I missed a point here. When you 
say I prescribed, and 1, gave you that answer, were you referring to the 
present or as a third-year medic: al student ? 

Senator Dirksen. Well, it is done under supervision. 

Dr. Nacuumt. Not at present, sir. A third-year medical student 
prescribes under supervision. 

Senator Dirksen. That is what I am talking about. And you were 
a third-year medical student when you were a copywriter. 

Dr. Nacnumi. Correct, sir. 

Senator Dirksen. Do you feel that at that time you were competent 
to deliver any medical opinion on the effect of drugs? 

Dr. Nacuumt. No, sir. 

Senator Dirksen. So you cannot be regarded as a competent witness 
on that point at that time. 

Dr. Nacuumi. Correct, sir. 

ae Dirxsen. How old are you now? 

Dr. Nacnumi. Thirty-three, sir. 

Senator Dirksen. That was 4 years ago. 

Dr. Nacuumt. Correct. 

Senator Dirksen. Do you regard yourself as competent in that 
field now? 

Dr. Nacuumt. I am considered so. Otherwise I would not be 
occupying this position as resident at my hospital. 

Senator Dirksen. You specialize in some particular field? 

Dr. Nacwumnt. Internal medicine, sir. 

Senator Drrxsen. Internal medicine? 

Dr. Nacnumt. Correct, sir. 

Senator Dirksen. What is the meaning of that word “synergistic” 

Dr. Nacrumt. The term is so complicated, and the interpr latinas 
have so varied, that here IT would suggest that there are more adequate 
authorities that you could call upon to ask for a definition. T could 
quote you other peoples work. But I am not personally one who has 
worked in the laboratory doing research on antibiotic combinations. 

Senator Dirksen. Yet this whole discussion revolves upon this 
question of the synergistic activity of Sigmamycin. 

Dr. Nacuumt. This was material presented to us by the research and 
bacteriologists and physicians at Pfizer. We, as is customary, worked 
on the basis of their statements and their results. 
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Senator Dirksen. Yes. But Mr. Nachumi. You area doctor. We 
are laymen sitting up here. This word “synergistic” appears a number 
of times in your statement. 

Dr. Nacuumi. Yes, sir. 

Senator Dirksen. And that seems to be the burden of the discus- 
sion here. And until I know what synergistic means, I am just at a 
loss on this whole matter, and I must depend upon you, a professional 
man, to tell us what synergistic means. 

Dr. Nacuumt. I see. I believe the most accurate definition is the 
one that Senator Kefauver presented earlier before you were here. 
That is the only one that I would be willing to say holds. 

Senator Dirksen. Well, now, I have the utmost confidence in Dr. 
Kefauver. 

Senator Keravuver. I appreciate your confidence, Dr. Dirksen. 

What we learned roughly is that synergistic refers to two drugs put 
together so that the combined therapeutic effect of the combined drugs 
taken together is greater than the sum total of the drugs taken sepa- 
rately. Is that the rough idea? 

Dr. Nacuumt. That is corrrect, sir. 

Senator Dirksen. Now, Doctor, you explain that to me. 

Dr. Nacuumti. Well, I thought, and I think, many physicians writ- 
ing in this area have thought of many analogies to explain it. But it 
is almost as though you were having a fight, and you hit your opponent 
with both your right and left fists simultaneously. You might knock 
him out. Whereas if you hit him consecutively with the right and 
then with the left, or with the left and then a right, he might just 
be dazed. It is a naturally observed phonomena that certain com- 
binations of drugs, specifically the antibiotics, are more effective than 

ou would anticipate or predict on the basis of their individual actions. 

low this works, why it has worked, we do not know. We know, I 

think, by now, there are certain rules that are emerging as to under 
what conditions you can anticipate it. But these are not within the 
realm of my competence. All I know is that occasionally, not only 
does this occur, but in certain situations, it is very, very valuable as 
what pertains specifically to the combination of penicillin and strepto- 
mycin in certain heart infections. 

Senator Dirksen. Now, in picking up yor metaphor, if you give the 
fellow a good stiff uppercut with your left, that is a narrow spectrum, 
I take it. 

Dr. Nacroumrt. Well, I would rather not have that metaphor dragged 
out that far. 

Senator Dirksen. Well, I am trying to understand your metaphor, 
your analogy. You hit him with your left, that is the narrow spec- 
trum. You hit him with both hands, which is quite a feat, and I have 
never seen it done effectively—that is the broad spectrum. I am talk- 
ing now from this world-shaking paragraph that you supposedly wrote 
into Dr. Welch’s speech. I will read it to you. 

Dr. Nacuumt. May I 





Ican answer your question. You are, I think, confusing two things. 
The synergistic combination referred to here is composed of a broad 
spectrum drug so-called, tetramycin, and what T would call personally, 
but I do not know if it is called this by anyone else, a moderate spec- 
trum drug. The question of synergism is not related to spectrum per 
se. It is when the words “broad scope,” or a statement across a broad 
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range of organisms, or some other ne phrase is added, that the 
question of spectrum comesin. Is this clear 

Senator Dirxsen. I am so confused, Doctor, that we have to start all 
over again. 

Well, let’s start with your statement. This what you wrote in there. 


It is quite possible— 
that is a good hedge, of course— 
that we are now in a third era of antibiotic therapy. 


Now, that would not knock any apples off a tree standing by itself? 
Would it? 


It is quite posible that we are in the third era of antibiotic therapy. 


Dr. Nacuumi. Right. 

Senator Dimxsen (reading) : 

The first being the era of narrow spectrum antibiotics, penicillin, and streptomy- 
cin. , 

Were there any other narrow spectrum antibiotics? What about 
chloromycin ? 

Dr. Nacuumt. Chloromycin would be considered as a broad spec- 
trum antibiotic. 

Senator Dirksen. What about caromycin? 

Dr, Nacuumi, Oxytetracyclin would be considered a broad spec- 
trum antibiotic. 

Senator Dirxsen. Are these the only two narrow spectrum—peni- 
cillin and streptomycin ? 

Dr. Nacuumr. Recently some new antibiotics which I have not had 
occasion to use or become familiar with have come out which are 
narrow spectrum. However, these are the two most prominent narrow 
spectrum antibiotics. 

Senator Dirxsen. Now, those two would have what kind of a syner- 
gistic effect ? 

Dr. Nacuumt. Well, in most cases, none. 

Senator Dirksen. None? 

Dr. NAcuumt. In most cases, none. 

In the case of a specific strain of a specific organism, to the best, of 
my knowledge—lI wish you would ask a bacteriologist or a man special- 
izing in this area rather than myself—against the organism responsible 
and subject to bacterial endocarditis; these two are synergistic. This 
is the problem. 

Senator Dirksen. You go on and say— 


the second era of broad spectrum therapy—the third being an era of combined 
therapy where combinations of— 


this is an unclear print here, I cannot make out what it is. But 
some kind of agent. 
Dr. Nacuumi (reading) : 


Where combinations of chemotherapeutic agents—— 

Senator Dirxsen (reading) : 

Chemotherapeutic agents, particularly synergistic ones— 
you see, we get back to this synergistic business— 
will be customarily used. 

So that is the era we are in now. 
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Dr. Nacuumt. This was our thinking at Pfizer in 1956; yes, sir. 

Senator Dirxsen. Well, did that relate only to Pfizer or did it 
relate generally to the whole drug industry. 

Dr. Nacuumi. I think at that moment that Pfizer had this faith in 
our product and felt that this might be the first of a group of products 
of this order. I do not know whether other drug companies felt the 
same way. Asa matter of fact, I expect that they did. 

Senator Dirksen. Well, let’s take penicillin, for instance. Dr, 
Florey and his associates discovered penicillin at Oxford University 
Hospital in England, I believe. 

Dr. Nacuumi. Fleming, sir. 

Senator Dirksen. Fleming and Florey. There were two or three 
doctors involved. They did not do anything with it at that time to 
speak of. 

Dr. Nacuumi. In 1929, I believe; no, sir. 

Senator Dirksen. Then the war came along. Then they brought it 
over here during the war. 

Dr. Nacuumi. Not quite that way. If I may amendit. May I? 

Senator Dirksen. Yes. 

Dr. Nacuumi. In 1929, I think that Fleming observed—no, Florey— 
you are right—observed the action of penicillin, wrote a paper. I 
think it was looked on as a laboratory curiosity and then was ignored 
until the war, and some people working on the problem of infection 
came across this paper and decided to test out penicillin in England 
against various infections, clinical infections, after some lab work, of 
course. 

Senator Dirksen. Well, we brought them over here during the war, 
didn’t we? 

Dr. Nacuumi. Well, after they had already proven, I think, to 

eneral satisfaction that penicillin was an effective agent. They were 

rought over here primarily to create the production facilities for 
penicillin. 

Senator Dirksen. Well, I will get to that. 

The best they could do with the shallow dish culture of penicillin. 

Dr. Nacuumi. Yes. 

Senator Dirksen. It was not made in quantities, and therefore had 
no particular pharmaceutical impact. So the question was how do 
you get deep-vat culture, and produce it in great quantities, and re- 
duce the price; wasn’t that it? 

Dr. Nacuumt. So I understand, sir. 

Senator Dirxsen. Well, I can tell you for sure. I can speak with 
authority. 

Dr. Nacuumti. OK. 

Senator Dirksen. Because they came out to Peoria, Ill., to the 
Northern Regional Research Laboratory, and they took this steep 
liquor, where you steep corn in a distillery, and use that as an agent 
for the culturing of penicillin, and that is how deep-vat penicillin 
culture was developed. 

Dr. Nacuumt. Correct, sir. 

Senator Dirksen. And that came within the reach of everybody. 

Dr. Nacuumi. Right, sir. 

Senator Dirksen. But my question is, What changes in the struc- 
ture of penicillin took place over that period of time? 
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Dr. Nacuumt. This I could not say, sir. 

Senator Dirksen. You don’t know. 

Dr. Nacuumti. I do not know. 

Senator Drrxsen. You do not know whether there has been a refine- 
ment in the effectiveness of the drug? 

Dr. Nacuumr. This I do not know. I am sure there was a greater 
degree of purification. I do believe different strains were used to pro- 
duce the drug. Whether there was a refinement in the molecule itself 
I haven’t the slightest idea. 

Senator Dirxsen. In the early days, you could only keep it under 
refrigeration ; is that right? 

Dr. Nacuumt. I presume so, but I do not know. 

Senator Dirksen. And there was not such thing as oral administra- 
tion of penicillin. 

Dr. Nacnumt. Oral administration of penicillin ? 

Senator Dirksen. Yes; in tablet form. 

Dr. Nacuumt. I did not recall-before the 1950 period, although I do 
know that some of the older forms of penicillin are even today occa- 
sionally being administered orally. 

Senator Dirksen. Well, doctors always had penicillin in the form 
of a shot until they developed a penicillin tablet for oral admin- 
istration. 

Dr. Nacuumt. Certainly, this is true. 

Senator Dirksen. Yes. Now, all this leads up to something. 
When you were working for McAdam, they furnished you—Pfizer 
furnished you the medical and bacteriological and research and lab- 
oratory data before you could ever write a stick of copy, didn’t they ? 

Dr. Nacnumi. Definitely. 

Senator Dirksen. So before you could even put a finger on a type- 
writer or scrawl out something, before you was the stuff that had been 
developed by very competent people. 

Dr. Nacuumt. Correct, sir. ; 

Senator Dirksen. So you have no quarrel with the competency. 

Dr. Nacuumi. Not at all, sir. 

Senator Dirssen. Of the Pfizer people. 

Dr. Nacuumt. Not at all. 

Senator Dirxsen. In doing this job. 

Dr. Nacuumi. Correct. 

Senator Dirksen. And they did it in a dedicated spirit, I am sure. 
Obviously, there was a profit motive, but I am thinking in terms of 
reputable drug houses who are also thinking in terms of doing some 
good for people, and finding drugs that are a challenge to these errors 
of the flesh that develop from time to time. But the essential point 
is, you were 29 years old, a medical student, and you probably had a 
facility for putting words on paper. 

Dr. Nacuumi. Correct, sir. 

Senator Dirxsen. But only when all the basic data, with the re- 
search behind it, was handed to you. 

Dr. Nacuumt. Correct, sir. And no other implication was drawn 
from my testimony, I hope. 

Senator Dirxsen. Yes. So now, was that before you when you 
wrote this paragraph in this speech? 
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Dr. Nacuumti. At the exact moment, perhaps not. But certainly 
I had read it. 

Senator Dirksen. But it was in your mind, was it not? 

Dr. Nacuumi. Yes, sir. 

Senator Dirksen. All right. So you had the benefit of all that 
research and medical data when this was written. 

Dr. Nacuumi. Definitely, sir. 

Senator Dirksen. So when you said, “It is quite possible that we are 
now in a third era of antibiotic therapy,” that was on the basis of the 
information and data that had been carefully adduced over a period 
of time. 

Dr. Nacuumi. Correct, sir. 

Senator Dirksen. You believed that, didn’t you? 

Dr. Nacuumr. Definitely, sir. 

Senator Dirksen. Good. So there wasn’t anything too wrong in 
writing that into the speech, was there? 

Dr. Nacuumt. No, sir; not in writing it into the speech. 

Senator Dirksen. Now, anybody who writes a speech, if he hands 
it to somebody to look over, is bound to get it back with interlineations. 

Why, you know, even the Senators are in that fix. They hand over a 
copy of a speech for somebody to look over, two or three other people, 
and when it comes back it is mauled so badly he doesn’t recognize his 
own brainchild at times. So that is not unusual at all, is it ? 

Dr. Nacuumt. Correct, sir. 

Senator Dirksen. And particularly when this basic medical data 
was before you. 

Dr. Nacuumi. Yes, sir. 

Senator Dirksen. Now, Doctor—I will call you Doctor—I have 
only one more question. 

Dr. Nacuumti. Yes, sir. 

Senator Dirksen. Were you subpenaed to come here? 

Dr. Nacuumi. Yes, sir. 

Senator Dirksen. You were? 

Dr. Nacuumt. Yes, sir. 

Senator Dirksen. How did they find you ? 

Dr. Nacuumt. I understand the committee was investigating the 
particular subject of this address at the time that they contacted me. 
However, I contacted a reporter who had been covering this and she 
in turn put the committee in touch with me. 

Senator Dirksen. Waitaminute. Let’s repeat that. 

Dr. Nacuvumt. I contacted a reporter who was—— 

Senator Dirksen. You contacted who? 

Dr. Nacuumi. A reporter who was covering this—— 

Senator Dirksen. Oh, you made the contact. 

Dr. Nacuumi. That is right, sir. 

Senator Dirksen. Who was this reporter? 

Dr. Nacuumrt. Miss or Mrs.—I don’t know—Barbara Yuncker of 
the New York Post. 

Senator Dirksen. Of the New York Post? 

Dr. Nacuumt. Yes, sir. 

Senator Dirksen. You read all this in the New York Post? 

Dr. Nacuumi. Part of it, not all of it. 
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I have not followed every hearing or every report in the news- 

papers, part of it—mostly in the Times. 
enator Dirksen. So you got curious about this. - 

Dr. Nacuumi. Curious? No, sir. I felt that unwillingly, as a mat- 
i of fact—I felt that I had an obligation to make this material avail- 
able. 

Senator Dirksen. A little louder. 

Dr. Nacuumi. Unwillingly; but I felt that I had an obligation to 
make this material available to the committee. I was not happy with 
the thought that I might be called on to testify, and originally asked 
that they use this material, and if possible keep me out of it. This is 
not good for any young physician. 

Senator Dirksen. Well, now, you contacted a reporter on the New 
York Post. 

Dr. Nacuumi. Yes, sir. 

Senator Dirxsen. And after that, what happened ? 

Dr. Nacuumt. I was asked to call Dr. Blair, who is a member of the 
staff, and Dr. Blair called me back and obtained my information, and 
then stated that I would be subpenaed by the committee. 

Senator Dirxsen. So evidently the young lady, and this is a pre- 
sumption—I wouldn’t for the world reflect upon my good friend John 
Blair, but 

Dr. Nacuumi. Excuse me. I created a misapprehension. She did 
not supply Dr. Blair with my name. She told me Dr. Blair was in- 
terested in my material and asked me to call him, if I was so willing. 
She did not abuse a personal confidence. 

Senator Dirksen. Well, you called Dr. Blair. 

Dr. Nacuumi. Correct, sir. And he returned the call. I mean I 
did not get him. 

Senator Dirgsen. Yes. Under what circumstances did you leave the 
Pfizer employ ? 

Dr. Nacuvumt. I left shortly before I was to return to medical 
school. I returned to medical school in the fall of 1957. I took a 
leave of absence from Pfizer a few weeks before I returned to medical 
school. I continued to do some writing for them in the intervening 
period—for Pfizer International, I am talking about—until the time 
of my graduation from medical school. 

Senator Dirksen. Well, after you called Dr. Blair, didn’t Dr. Blair 
suggest that you come down and testify without the necessity of 
issuing a subpena for you? 

Dr. Nacuumt. No; he didn’t. He did not ask me to come down 
without a subpena. 

Senator Dirxsen. Normally, you see, if the witness is willing, you 
just come down on your own. 

Dr. Nacuumt. I had already expressed to Dr. Blair my reluctance 
to appear. 

Senator Dirksen. So you are here this morning as a reluctant 
expert. 

r. Nacnumt. As a reluctant witness, not an expert. 

Senator Dmxsen. All right. 

Senator Keravver. Any other questions? 

Senator Carron. Yes; I have a question or two. 

Senator Keravuver. All right. 
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Senator Carrori, What was your salary at this first promotional 
advertising job?:. iP 

Dr. Nacuumi. At Pfizer, you are referring to, sir? 

Senator Carroiu. No; the first one. 

Dr. Nacnumr. I believe it was around $4,200, or something in- 
credibly low. | 

Senator Carroiy. What was your salary at Pfizer? 

Dr. Nacuumi. Well, it varied. I think I was started at $4,800 and 
I went up to $5,200, perhaps higher than that. I am not really sure. 
I never reached $7,000 a year. 

Senator Carroiu. This is not quite clear in my mind. I have no 
reason to question what you said, or to harass you in any way. 

Dr. Nacuumr. Yes, sir. 

Senator Carrott. Why do you think this is significant? Senator 
Dirksen asked you whether you thought there was anything wrong 
about it, and you said not in the writing of it. What is wrong about 
this? What is the purpose of your testimony ? 

Dr. NAcnumti. Well, you are asking me an interpretation—— 

Senator Carroiz. I want to ask your interpretation. I think that 
it is important. You have been asked a question. You ought to be 
permitted to answer it. 

Dr. Nacuumt. My interpretation is as’ follows—— 

Senator Carrotn. Would you speak up so we can hear you. This 
is important.” 

Dr. Nacuumt. I was given this as an assignment, an assignment 
among other assignments. I feel that at this time it expressed my 
honest opinion, and the honest opinion of those authorities—the au- 
thorities among those—with whom I was working at Pfizer, as to the 
efficacy of the drug. To state that we might have been entering into 
a third era of antibiotic therapy, I think, accurately reflected the con- 
sensus of opinion among the medical personnel, the bacteriologists, 
the bacteriological scientists at Pfizer at that time. 

What do I feel is‘wrong about this? Well, I feel it is wrong that 
a Federal official—and I may be wrong on this—but I feel at least 
as I said earlier, that it is unesthetic that. a Federal official should use 
phrases which then could be quoted by private industry in the pro- 
motion of a product. This is what I would say would be wrong. 

Senator Carrott. When you said here, and I am reading your 
statement: 


I helped edit some papers which were to be presented at the fourth annual 
antibiotic symposium— 


Dr. Nacuumti, Correct, sir. 

Senator Carroty. What sort of papers did you edit ? 

Dr. Nacuumi. These were scientific papers. Some of them are 
inhere. I donot recall all of them. 

Senator Carrot. Were you asked to change any other speeches 
which were to be delivered ? 

Dr. Nacuumi. Well, each one of these was a speech, each paper is a 
speech to be presented or read at the symposium, 

Senator Carrott. By whom? 

Dr. Nacnumi. By the specific authors of the papers. 

Senator Carrotu. Were those authors Federal officials? 
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Dr. Nacuumi. As far as I know, no, sir. These were physicians 
or bacteriologists or other types of scientists who had worked on 
specific projects. 

Senator Carrot. Is the point you are trying to make, if I under- 
stand you, that you think it is improper for Federal officials, who 
are scheduled to make a speech, to submit that speech to a part of the 
eae industry to make changes in it for promotional pur- 

oses 
Dr. Nacuumi. Correct, sir. 

Senator Carrotu. That is all. 

Senator Keravuver. Senator Hart. 

Senator Harr. Thank you. 

Senator Keravver. In regard to articles by doctors who have made 
tests on Pfizer products—and I know that you canont speak for the 
rest of the industry—do you get them to suggest changes for the 
purposes of jazzing up the advertising program also? 

Dr. Nacuumi. Generally the greatest problem is changing the 
English to make it clearer. Most. of these articles sum dovendite 
to Pfizer, and it was just a problem of making clear what was being 
said. Unfortunately, many physicians and scientists who are 
writers who write, do not write effectively or clearly, and our big- 
gest job was designed to make clear what they were trying to say. 
And in the course of this, of course, if the results were favorable 
to Pfizer, the paper would be a much more effective promotional 
piece. 

Senator Keravver. Trying to get something favorable to Pfizer. 

Dr. Nacuumi. I beg your pardon ? 

Senator Kreravuver. t say to get something possibly favorable to 
Pfizer’s products. 

Dr. Nacuumi. These intially were favorable to Pfizer. These 
were all papers submitted by these people reporting on Pfizer prod- 
ucts, and who were pro-Pfizer. I do not know what would have hap- 
pened if we had received an unfavorable paper to do. I do not know 
what the procedure would have been at that time. However, these 
were papers, at least the ones I saw, that were initially favorable to 
a Pfizer product. 

Senator Kerauver. So the idea was to clarify the paper to show 
more clearly how the Pfizer product was 

Dr. Nacuumti. I suspect this would be the function of the promo- 
tional people at Pfizer, their motivation. Also, certain papers were 
just simply unintelligible unless they were corrected. 

Senator Keravver. All right. 

Senator Carrott. Mr. Chairman, may I ask a question? This 
symposium took place in October 1956 ? 

Dr. Nacuumt. Yes, sir. 

Senator Carroti. When did you leave Pfizer? 

Dr. Nacuumt. I left Pfizer in the fall of 1957. 

Senator Carrot. So 1 year had elapsed ? 

Dr. Nacnumi. Right. 

Senator Carrotu. You were still doing promotional work ? 

Dr. Nacuumt. Correct, sir. 

Senator Carrotu. In that period of time, did they use this state- 
ment for promotional and advertising purposes ? 
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Dr. Nacuumi. Correct, sir. 

Mr. Drxon. That is the key point, Senator Carroll. 

Senator Carrot. I want to press him a little bit more on that. 
What did they do after this speech? What did they do with it? 

Dr. Nacuumi. Well, the two things that I was familiar with 
were 

Senator Carrot. What did you do with it? I will put it that 
way. 

Dr. Nacuumi. Well, there were pieces we as a group prepared. 

Senator Carro.u. Speak up, will you please. 

Dr. Nacuumi. I am sorry. There were pieces that we as a group 
prepared, which were either used as direct mail advertising or as 
journal advertising for oversea distribution. These pieces quoted 
from Dr. Welch’s letter, or rather speech—very often heading the ad- 
vertisement or promotional piece with the speech, and with art work to 
supplement to concept of new era. Usually I think it was a sun rising 
out of the sea. 

Senator Carrott. Do you think this sentence was so important that 
they emphasized it in their advertising and promotional material? 

Dr. Nacuumti. They definitely did overseas. I am speaking of 
Pfizer International, now. 

Senator Carroti. If I may ask counsel, you say that this is a key 
matter. Do we have any testimony coming as to how this appeared 
in reprints or advertising ? 

Mr. Dixon. We have the actual number of reprints ordered by 
Pfizer. 

Senator Carrotu. Thank you. 

Senator Hruska. Dr. Nachumi, just to clear it up again, I know 
you were asked once, but there is no mention of Pfizer in that opening 
remark or statement, nor sigmamycin, is there? 

Dr. Nacuumt. No, sir. 

Senator Hruska. So that it would apply to any one who—any 
pharmaceutical company who would qualify for a drug to come within 
that third year concept, whoever it was. 

Dr. Nacuumt. Yes; with one qualification. If you read the entire 
paragraph—you don’t have the statement there? 

Senator Kerauver. Yes, he has. 

Dr. Nacuumi. Starting with “Oleandomycin,” by a generic name 
rather than by a trade name, the Pfizer product is referred to as fol- 
lows: “Oleandomycin, a new antibiotic, combined with mixtures of 
tetramycin, oxytetramycin and penicillin.” Now, at this time, only 
Pfizer was producting oleandomycin in combination with tetramycin 
and oxytetramycin. I am not sure about the combination with peni- 
cillin. In addition, it is compounded with penicillin to make a peni- 
cillin salt of oleandomycin. Again, I am not familiar with this prod- 
uct. But the first. product, the oleandomycin as combined in mix- 
tures with tetramycin and oxytetramycin are definitely referring to 
Pfizer products. 

Then there is another referral or reference to another company’s 
products, with a combination of nystanton and tetramycin. 

Senator Hruska. So there are references to other companies, as well 
as the trade name of Pfizer. 

Dr. Nacuumi. Correct, sir. 
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Senator Hrusxa. That is not language that you furnished. The 
language you furnished had to do with a third era of combined 
therapy, where combinations of chemotherapeutic agents, particu- 
larly synergistic ones, would customarily be used. 

ow, anyone that produced a product within that classification 
would be the beneficiary of this opening statement. They could also 
paint a rising sun out of the sea and say that is—— 

Dr. Nacuumi. Correct, sir. 

Senator Hruska. Thank you. 

Dr. Nacuumi. You are welcome. 

Senator Keravuver. Oleandomycin is a Pfizer drug which is 
patented ? 

Dr. Nacuumi. Correct. Whether it is a licensee or copatent, I do 
not know. 

Senator Keravuver. They also have a patent on tetracycline? 

“mit Nacuumi. Yes, although this was, I gather, under some kind 
oO a . 

Senator Krravver. I believe they had some kind of licensing ar- 
rangement with some other big company. 

Dr. Nacuumr. Correct, sir. 

Senator Keravuver. They had the patent ? 

Dr. Nacuumt. I believe so. 

Senator Keravuver. One or two things I would like to clear up, and 
then we will carry on. 

One question was how you a to give information to the 
New York Post reporter. She did not publish it, but asked you if 
you wanted to tell the committee about it. You did not feel right 
about this. 

Dr. Nacuumr. I did not feel right about this. I would like to say 
something else. I was not aware of some of the implications of the 
situation until I heard or read of the testimony that had previously 
been developed by this committee. As a matter of fact, the whole 
episode, you know, died in my mind. And it was only when I heard 
of Dr. Welch’s relationship with this committee, and what had 
emerged—— 

Senator Kerauver. Anyway, you thought you wanted to get the 
matter off of your conscience. 

Dr. Nacnumi. Well, I did not feel that guilty. I felt simply as an 
obligation, you know: practice what you preach, 

Senator Keravver. f appreciate your position. 

Senator Hruska. Doctor, you say that you did not feel that guilty. 
Now, just how guilty did you feel ? 

Dr. Nacuumi. Well, I felt guilty at being stupid, because later on 
I felt that I had been completely wrong about Sigmamycin. 

Senator Hruska. That you had what ? 

Dr. Nacnumri. Been wrong about Sigmamycin. This was my own 
feeling at a later date. 

Senator Hruska. Doctor, is that the only thing you expect to be 
wrong on in years of practice which lie ahead of you? And every 
time you find yourself wrong, are you going to feel guilty ? 

Dr. Nacuumt. I usually as as a matter of fact, when it refers to 


something that is medically important. 
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Senator Hruska. If you are going to be tormented by the possi- 
bilities of guilt, isn’t is probably going to be the effect that you are not 
going totry anything? Isn’t that about the size of it? 

Dr. Nacuumi. No, sir. I feel that, on the contrary, one tries more 
asa result. I think one tries to overcome our weaknesses or our de- 
fects or our mistakes more. 

Senator Hruska. And you did your best to try to overcome any 
weaknesses that might have appeared in this picture of Sigmamycin, 
didn’t you? You had all this data to which you testified a little bit 
ago. You tried your level best and in good faith to describe it the 
best you knew how? 

Dr. Nacuumi. Yes, sir. 

Senator Hruska. And is there anything to feel guilty about that, 
after giving it everything you had, the best you had in you? Is there 
oe for guilt at all, Doctor ? 

r. Nacuumi. No, sir. 

Senator Hruska. Thank you. 

Dr. Nacuumi. You are welcome. 

Senator Keravuver. There has been a great deal of testimony about 
the medical qualifications of Dr. Nachumi. He has graduated, but 
has no license to practice. We have had that experience before. Dr. 
Austin Smith has graduated from a medical pcheish and is licensed 
in Canada, but is not licensed in the United States, yet he testified 
before us. But I do not think that the status of Dr. Nachumi’s 
medical training as a copywriter is particularly relevant. Whether 
he was a janitor, whether he was a writer, or whether he had any 
medical training, the point is that he and others associated in the copy 
writing worked on a phrase to be put into Dr. Welch’s paper which 
fitted in with the advertising campaign planned by Pfizer, and 
around which they built their whole promotional program for Sig- 
mamycin. That is the point. Whether he had any competence to 
work on the phrase, or how much his medical training was at that 
time, is not particularly relevant. It was a phrase which you worked 
on, which Pfizer wanted, which was used for commercial purposes, 
which was put in the mouth of the most important Federal official 
in the antibiotics field, who headed the Antibiotic Division, and which 
was exploited in advertising and promotion. That is the situation, 
isn’t it ? 

Dr. Nacuumt. Correct, sir. 

Senator Keravver. All right. 

Senator Carrot. I have a very quick question, Mr. Chairman. 

Did you have any trouble with Pfizer when you worked for them ? 

Dr. Nacuumi. Did I have any trouble with them? None that I 
can—— 

Senator Carroti. Do you know Dr. Welch? 

Dr. Nacuumt. Not at all, sir. 

Senator Carrotu. That is not your reason for testifying here then. 
Do you have a strong conviction about this—a strong feeling about this 
business of a Federal official clearing a speech with people he is sup- 
posed to regulate, in a sense ? 

Dr. Nacuumt. A very strong feeling. 

Senator Carrotu. That is all. 


11992 ADMINISTERED PRICES 


Senator Harr. For whatever comfort it is, in case you do leave 
the stand concerned, you know this is the committee where some 
members doubted the reliability of a professor at Johns Hopkins 
University Medical School, because he was cursed with the failing 
of youth. So don’t read this transcript and wonder whether the 
diploma means anything or not. 

Dr. Nacoumt. Thank you. 

Senator Kerauver. You said that you did not know what would 
happen to an adverse article which came in by a doctor who had been 
testing a Pfizer product. Did that ever happen in your experience? 

Dr. Nacuumt. I do not recall of any such episode. I just do not 
recall. It could have occurred. I just do not remember any, and 
right now, when I made that comment, I just do not know what 
would happen. I suspect it would not reach me. That is, it might 
not have come down at my level. 

Senator Hruska. At what stage are you talking about now—a 
paper by a medical copywriter ? 

Dr. Nacuumt. No, sir, a paper by a physician, let’s say, testing a 
Pfizer product, in which he stated that his results were unfavorable 
to the claims of Pfizer. I never, that I can recall at the moment, 
saw such a paper. I doubt that it would be submitted to Pfizer in the 
first place. And I doubt that it would have reached my level, had it 
been submitted to Pfizer. 

Senator Keravuver. What is the wish of the committee? Very 
shortly we are going to recess until 2 o’clock. 

L want to say personally to you, Dr. Nachumi, that I think it is 
very important to know that a Federal official’s speech was submitted 
to a drug company, that words were suggested for inclusion, and on 
this occasion at least, the words were accepted and on that was based 
a promotional campaign for a particular drug. That is a matter of 
— importance. To me it is shocking that that kind of thing does 
happen. 

I want to compliment you upon the service you have rendered to 
the medical profession, this committee and the public generally, upon 
being willing, on subpena, to testify as frankly as you have about 
what took place. I feel that good will come from your testimony, and 
I hope that you are not adversely affected by the fact of your ap- 
pearance here today. 

Dr. Nacuumi. Thank you, sir. 

Senator Krrauver. We will stand in recess until 2 o’clock this 
afternoon. 


(Thereupon, at 12:10 p.m., the committee recessed to reconvene 
at 2 p.m. of the same day.) 


AFTERNOON SESSION 


Senator Kerauver. Mr. Warren Kiefer, will you come around? 
Mr. Kiefer, hold up your hand. Do you solemnly swear the testimony 
you give will be the whole truth, so help you God? 

Mr. Krerer. I do. 

Senator Kerauver. Havea seat, Mr. Kiefer. 
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TESTIMONY OF WARREN KIEFER, OLD SAYBROOK, CONN. 


Senator Keravuver. Mr. Kiefer, you are under subpena ? 

Mr. Krerer. Yes, sir, I am. 

Senator Kerauver. You were sought out and interviewed by a 
committee staff member ? 

Mr. Krerer. That is correct. 

Senator Krerauver. You are, I believe, a novelist and film writer? 

Mr. Kierer. That is correct, sir. 

Senator Kerauver. Were you paldic relations man for Pfizer In- 
ternational between 1954 and 1957 % 

Mr. Kierer. Yes, sir. 

Senator Kerauver. I have read an interesting book called “Pax,” 
I believe you, along with Harry Middleton, were the authors of this 
novel, which is about a drug company. 

Mr. Kierer. Yes, sir; that is right. 

Senator Keravuver. It was very interesting reading. 

How old are you, sir? 

Mr. Krerer. Thirty-two, sir. 

Senator Kerauver. All right. 

Mr. Dixon, you have some questions. 

Mr. Dixon. Mr. Kiefer, while you were employed by Pfizer, were 
you concerned in the planning of publicity for the introduction of 
the new Pfizer antibiotic combination, Sigmamycin ? 

Mr. Krerer. For the international organization only. I was pro- 
duction supervisor of the public relations department of Pfizer Inter- 
national and in that capacity I handled most of the press copy which 
emanated from the company for distribution to all of our offices 
abroad. 

Mr. Dixon. Your primary duties were with Pfizer International ? 

Mr. Kierer. My sole duties were with Pfizer International. 

Mr. Dixon. When did you first hear the term “third era” or “new 
era” that we have been talking about ? 

Mr. Krerer. Probably about a month before the symposium. I 
attended the same meeting that Dr. Nachumi mentioned earlier today, 
during which the entire advertising and promotion theme material 
was outlined on the Sigmamycin product. 

That was, to the best of my recollection, about a month prior to 
the symposium, itself, which would have placed it somewhere in early 
or middle September. 

Mr. Dixon. That is 1956? 

Mr. Kierer. Yes, sir. 

Mr. Dixon. You said that you attended this meeting and this dis- 
cussion took place. I assume from your standpoint that the planning 
that fell to your behalf had to be based on something. What was it 
based upon 4 

Mr. Krerer. Primarily it was based upon the antibiotics sympo- 
sium itself. This was often customary with the introduction of a 
new drug product. 

The early, preliminary clinical results would be submitted to a 
scientific meeting and read before such a meeting, and this, then, 
served as a news peg for us in public relations. The fact, that a 
scientific person had delivered a paper on such a product would give 
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us the excuse for circulating a promotional press reletise on the prod- 
uct in question. 

Mr. Drxon. Are we correct. in understanding that this planning 
that was taking place was to be tied in with the October 17, 1956, 
symposium ? Was that it? 

r. Krerer. Yes; that is correct. 

Mr. Dixon. And the papers that were going to be given there were 
to be tied into your promotional effort ? 

Mr. Kierer. Yes, sir. 

Mr. Dixon. When was this Sigmamycin campaign to open, then? 

Mr. Kierer. There were different marketing dates for the Pfizer 
domestic organization and for the international organization. 

The campaign would, for all practical pu oses, begin for the in- 
ternational group upon the marketing of the drug in the first foreign 
country. 

I inet recall when that was, but presumably this would follow 
closely upon the heels of Food and Drug Administration approval of 
a new drug application. 

The campaign would then be initiated in the first country and 
would be initiated in succeeding countries all over the world as the 
product came on the market. This depends upon local laws abroad. 

Mr. Dixon. While you were preparing this publicity campaign 
in New York, did you know of these proposed opening remarks that 
Dr. Henry Welch was to make at the symposium? Did you have 
any knowledge of them ? 

Mr. Krerer. They came to my attention during the course of the 
preparation of this campaign, with all of the other material which 
we normally received in the public relations department. 

This “other material” would be the papers presented at the sympo- 
sium, the reports of our own company scientists; and along with all 
of that material came across my desk the introductory remarks of 
Henry Welch for the symposium. 

Mr. Drxon. You saw them prior to the time he made them; is that 
correct ¢ 

Mr. Krerer. Yes, sir, a week or 10 days before that. 

Mr. Dixon. Was it just a copy of this speech ? 

Mr. Krerer. I think so. As I remember, most of these things were 
usually the Thermo-Fax copies or carbons. Nothing was printed at 
that time. 

Mr. Drxon. You were a public relations man for Pfizer Interna- 
tional. What was your reaction at that time, if you recollect, to see- 
ing these opening remarks that were going to be made by Dr. Welch ? 

Mr. Kierer. Well, in general, they made perfectly good sense. The 
substance of most of the papers presented at the conference were on 
combination antibiotics, and the subject of his opening remarks, there- 
fore, necessarily dealt with the papers which would follow these re- 
marks. So that I didn’t have any particular feeling beyond that 
one way or the other. 

They were nice because we could peg a news release around them, 
of course, and so they were, therefore, welcome. But 





Mr. Drxon. At that time did you have any knowledge of who had 
prepared the speech or who had prepared this specific paragraph 
that we have had read here by Dr. Nachumi? 
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Mr. Kierer. Not specifically, I did not. 

Mr. Drxon. In other words, from your standpoint at that time, as 
you have stated, you thought it would be nice, that it would fit into 
your public relations? 

Mr. Krerer. Yes, sir. 

Mr. Drxon. For promotion of the product? 

Mr. Krerer. That is correct. 

Mr. Dixon. Did you attend the Antibiotics Symposium which was 
held here on—I believe it was October 17 when it was held ¢ 

Mr. Krerer. 16th or 17th. 

Mr. Drxon. Did you attend it? 

Mr. Krierer. Yes; I did. 

Mr. Drxon. Did you hear Dr. Welch read the remarks that you 
had observed ? 

Mr. Krerer. I did not. I was late that morning and I missed his 
opening address, so I didn’t actually hear him deliver them. 

But they were circulated in the pressroom with other material, and 
they were the same remarks that I had seen a week or 10 days before. 

There had been no change in them. 

Mr. Drxon. Did you work on a press release that was prepared for 
Pfizer and used by them, I believe, in the domestic company, for 
release about the ie of this symposium? I believe it was released 
after 12 noon, Wednesday, October 17, 1956. 

Mr. Kierer. Yes, sir; I did. 

Mr. Drxon. Did you prepare this press release ? 

Mr. Kierer. Well, I probably did. In my office there was myself 
and at the time one or two writers. If I did not actually write the 
press release, which I very likely did, I at least edited it and rewrote 
it, so I had something to do with the preparation of it. 

Mr. Drxon. Mr. Chairman, may this press release that reads on the 
top “For release after 12 noon Wednesday, October 17, 1956, con- 
tact J. R. Hixson,” entitled “Third Era in Antibiotics Foreseen,” 
be made exhibit 226. 

Senator Kerauver. Without objection, it will be made exhibit 226. 

(Exhibit No. 226 may be found on p. 12855.) 

Mr. Kierer. Excuse me, Mr. Dixon. That particular press release 
was the Pfizer domestic organization press release, and I thought you 
had the one from my office there. That is not the one from my office. 

However, I assume that it is substantially the same press release. 
They usually were. 

Mr. Drxon. Did your office put out a press release ? 

Mr. Krerer. Yes; we did. 

Mr. Dixon. Where did it go? 

Mr. Krerer. All over the world. 

Mr. Drxon. Outside of the United States? 

Mr. Krerer. Yes. 

Mr. Dixon. Did you send anything else to your offices, any other 
information or any other releases ? 

Mr. Krerer. We sent out, as I recall, copies of the scientific papers 
and a number of other pieces of material which constituted a promo- 
tional kit on the Sigmamycin drug—for use by our local public rela- 
tions people abroad. 
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The release, the initial release, was the keystone of the kit. Every- 
thing else was supportive material. 

Senator Hruska. Mr. Chairman, will the counsel yield ? 

Is there any significance to the blackout that appears below the 
words “Pfizer News”? Is there anything there that the committee 

wasn’t supposed to see? I notice on the exhibit referred to as 227, 
right under the words “Pfizer News,” there is a big black space there. 

Mr. Drxon. I understand it is just due to reproduction difficulties. 
This is the way we received it. 

Senator HrusKa. The line under “Pfizer,” for example, is quite dis- 
tinct and obviously deliberately “Pfizer” is left in there and the rest 
is—I don’t know maybe it is the whole thing, but I just wonder what is 
underneath. 

Mr. Dixon. I don’t know. We got this from the Food and Drug 
Administration. This is an actual copy that we secured from their 
file. 

Senator Hruska. And you made no inquiry concerning what was 
below ? 

Mr. Dixon. No, sir. 

Senator Hruska. Whether there was an endorsement on it? 

Mr. Dixon. We did not make an inquiry. We just assumed 

Senator Kerauver. Maybe Mr. Kicker knows something about it. 
Do you havea copy of this, sir? 

Mr. Kierer. No; I don’t, sir. 

Senator Kerauver. It says “Pfizer News.” 

Mr. Dixon. Mr. Hixson might know more about it. 

Mr. Kierer. This looks like a mechanical thing. This was a cus- 
tomary letterhead that was used domestically for our press releases and 
it appears to me that the blackout is, Senator Hruska, a lithographic 
thing. 

I think, as I recall, it says simply “Pfizer News” and then the com- 
pany address. 

Senator Hruska. Except that the word “Pfizer” is deliberately and 
very clearly and by design left in, but whatever is below the word 
“News” and “Pfizer” and up to “Chas. Pfizer & Co., Inc.” is blacked 
out. Isthere anything in that? 

Mr. Kierer. No. It is prepared letterhead for news releases, and 
it simply said at the top, “Pfizer News,” and then this black area, I 
think, was sort of a blue ink or something on the original letterhead. 

Senator Hruska. In the upper right- hand corner there is “SIG 11,” 
and then down below there is a part of a rather indistinct and illegible 
endorsement or handwriting of some kind. What precedes that? 

Mr. Krerer. I don’t know what that is. 

Senator Hruska. What precedes that, do you know ? 

Mr. Kierer. I don’t know. I have no idea. 

Mr. Dixon. The copy you have, Senator Hruska, contains the num- 
ber that Mr. Howard of our staff put on it, “SIG 11.” 

Senator Hruska. And then down below there is some handwriting 
which is scratched out in part and it seems to extend to the left and 
into the dark area, and I just wondered if that had any meaning. 

Mr. Drxon. This, as we understood it, is Dr. Welch’s copy. It has 
his name on it. We secured this from his files, The only thing we 
had done to it was to identify it. 
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Senator Keravuver. Here is the original exhibit that was secured 
from Dr. Welch’s files at Food and Drug and these others are photo- 
stats of it. 

Senator Hruska. It can’t be the original. 

Mr. Drxon. Thisisa duplicate, 

Senator Hruska. It is not the original. I don’t think the record 
should show it is the original. 

Senator Kerauver. What I meant is that is the document we se- 
cured from Food and Drug. 

Senator Hruska. Yes. 

Senator Keravuver. All right; let’s move on. 

Mr. Drxon. This is a copy Food and Drug prepared for us. It is 
a duplicate of the original, Senator Hruska. 

With respect to the press release sent abroad by Pfizer International, 
what was its content? Was it similar to this exhibit that you have 
in your hand now? 

Mr. Krerer. Yes, sir, substantially thesame. There would be minor 
differences simply because everything that went out of our offices very 
rarely went to U.S. newspapers in the same form it went abroad. But 
I don’t think the differences are very important. 

Mr. Drxon. Do you remember whether, as in this press release here 
that was used domestically, you highlighted the fact that the third era 
of antibiotic treatment in major infectious diseases was foreseen by 
Dr. Henry Welch? 

Mr. Krerer. Yes. That was the whole point of the release. 

Mr. Dixon. That was the point ? 

Mr. Krerer. I am sure that our lead on the international release was 
substantially the same or perhaps word for word what the domestic 
release was. 

Mr. Dixon. In other words, after he made his opening remarks, your 
press release was sent out internationally ? 

Mr. Kierer. Yes. 

Mr. Dixon. And domestically, highlighting the fact that he had 
made such remarks recognizing this new era, is that correct ? 

Mr. Kirerer. My press release was sent out internationally. 

Mr. Dixon. Yes. 

Senator Krrauver. Suppose we read it. I don’t think the press has 
copies of this. 

Mr. Dixon. Shall I read it? 

Senator Kerauver. Read the pertinent paragraphs. 

Mr. Dixon. The release starts: 


The third era in antibiotic treatment of major infectious diseases was fore- 
seen by Dr. Henry Welch, Director of the Antibiotics Division of the U.S. Food 
and Drug Administration, here today. Dr. Welch cited the use of antibiotics in 
combination, particularly synergistic combinations, as comprising a new and 
powerful trend in anti-infectious therapy. 

In his opening address before scientists from all parts of the world attending 
the Fourth Annual Symposium on Antibiotics, he defined the first two eras of 
antibiotic therapy as “the era of the narrow spectrum antibiotics, penicillin and 
streptomycin” and “the era of broad spectrum therapy.” Ile says the third 
era—of synergism and combined attach—shows “a distinct trend toward com- 
bined therapy not an old fashioned ‘shotgun approach’ but a calculated, rational 
method of attacking the problem of resistant organims.” 
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Sigmamycin, the first synergistic combination in the broad spectrum field to 
be made available, is composed of oleandomycin and tetracycline and gives pro- 
tection against disease germs that have learned to live with older antibiotics—a 
problem of increasing concern in medical circles. Dr. Welch told the scientists 
from the United States and a dozen other countries that the third antibiotic era 
is one of “combined therapy where combinations of chemotherapeutic agents, 
particularly synergistic ones, will be customarily used.” 

Synergism refers to the therapeutic effect of two drugs acting together when 
that effect is greater than the sum of both separately. 

Dr. Sigmund 8. Winton of Northwestern University Medical School reported to 
the symposium that infections in 48 out of 50 patients treated were well con- 
trolled with sigmamycin. Of the infections treated, 37 had previously proved 
resistant to commonly used antibiotic drugs. 

Then the release goes on and talks about similar findings by others. 
Then the next paragraph reads: 

Sigmamycin was developed in the laboratories of Chas. Pfizer & Co., Inc., where 
both tetracycline and oleandomycin were discovered. Scientists present at the 
symposium heard reports on successful treatment of a wide variety of infections, 
including infected lacerations, carbuncles, yaws, amebiasis, and urinary tract 
infections, treated with sigmamycin by teams of physicians from the New York 
Medical College and from Harlem Hospital. 

Papers presented at the symposium indicate that sigmamycin will be recom- 
mended for most of the conditions for which wide-range antibiotics are now pre- 
scribed—including soft tissue and urinary infections, staphylococcal and strepto- 
coccal infections, pneumonias and others, as well as those diseases for which 
penicillin is commonly used. In all these instances, Pfizer scientists claim, the 
drug possesses the widest antimicrobial effectiveness, heightens potency and 
safety for the patient. 

As a public-relations man, did you consider it very valuable to 
Pfizer’s efforts to include in Dr. Welch’s remarks this reference to the 
new era? 

Mr. Krerer. Yes, indeed. 

Mr. Dixon. Why would you consider that valuable? 

Mr. Kierrr. It isn’t very often that this sort of thing happens, and 
for us to have to work with in our campaign what amounted to en- 
dorsement by the head of the Antibiotics Division was exceedingly 
valuable. 

Normally, we work with scientific papers only, and this sort of 
thing—using the very slogan that was the keystone of the advertising 
campaign—was exceedingly valuable to all of our promotion. 

Mr. Drxon. Is this particularly valuable in foreign countries? 

Mr. Krerer. Certainly ; because of the immense prestige of the Gov- 
ernment abroad. To have anything—anything come from a reputable 
person at an important medical school or any institution, including the 
Government, which has a degree of prestige is for obvious publicity 
purposes much better than simply having it emanate from a com- 
pany spokesman or someone whose opinion might be open to question. 

Mr. Drxon. Mr. Kiefer, later we will develop the fact and docu- 
ment it that Pfizer purchased from Medical Encyclopedia, Inc., as well 
as from MD Publications, reprints of the editorial with the same 
language in it. 

Were you familiar with the reprints that were purchased from these 
sources ? ; 

Mr. Kierer. Yes, but I was not involved in the purchase of them. 
I was familiar with them, of course, because we did use them and sent 
them out occasionally to people abroad. 
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Mr. Drxon. I believe several hundred thousand copies were pur- 
chased. Were you aware of the great number? 

Mr. Kierer. It was a standing joke in the office. It would have 
been impossible to have given away all the copies that were actually 
around the premises. I am sure that we, in the course of the entire 
— n, didn’t distribute more than a few hundred copies. 

r. Dixon. That is Pfizer International you are talking of ? 

Mr. Krerrr. Yes. I have no knowledge of what use they may have 
been put to domestically. 

Senator Hruska. Mr. Kiefer, were you in charge of the mailings? 

Mr. Kierrr. No, sir; I was not. This was usually handled, I think, 
through the medical department or the advertising department. We 
had some copies. They were available to all of the promotional offices 
for our use. 

Senator Hruska. So that what mailings were made did not reach 
your attention. You don’t know. You are simply guessing. You 
think one a few hundred were mailed out, but for all you know it 
might have been 40,000, is that true? 

Mr. Kierer. Well, I do know that no more than a few hundred were 
mailed out of my office. 

Senator Hruska. But were you in charge of the mailing of Pfizer 
International or Pfizer domestic? 

Mr. Krerer. No. 

Senator Hruska. Did you have any personal knowledge or official 
knowledge? 

Mr. Krerer. As I said, I have no personal knowledge of Pfizer 
domestic. 

Senator Keravuver. Did you have personal knowledge of the mail- 
ings of Pfizer international ? 

Mr. Kierer. Not directly, sir, no. The only personal knowledge I 
have is of the immense number of copies which cluttered the store- 
rooms in the office at the time. If they had 100,000 copies, it is en- 
tirely conceivable they may have sent 40,000 out and still had 60,000 
left over. It was a standing joke, as I said, around the office, because 
they were not useful. 

Senator Hruska. Did you count them? 

Mr. Krerer. I certainly did not count them. 

Senator Kerauver. Were they piled up all around your office? 

Mr. Krerer. Yes. 

Senator Kerauver. Tell us what was the standing joke? 

Mr. Krerer. The fact that we had not just—I shouldn’t restrict this 
to the 1956 symposium, but the proceedings of various antibiotics sym- 
posia, we always received a tremendous number of copies of these 
things, most of which my office had no use for. 

They tended to clutter the storeroom where all of the paper stocks 
and various other things were stored in Pfizer International. There 
were great quantities of the proceedings from the 1956 symposium, 
from the 1955, 1954, and so forth. 

Senator Kerauver. What was done with them? Were they 
thrown out eventually ? 

Mr. Krerrr. I don’t know, sir. I would assume so. 

Senator Kerauver. What was the reason for buying so many, do 
you know, if they had no use for them ? 
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Mr. Kierer. Of my own knowledge, I don’t know what the reason 
would be. It certainly didn’t make much—— 5 

Senator Hruska. You are willing to guess, aren’t you, Mr. Kiefer? 
You were, in your book, weren’t you? 

Mr. Kierer. Well, no. We didn’t deal with this particular aspect 
of things in the book. No, I am not willing to guess actually. In- 
deed, I do have a very firm opinion on it, but I don’t think that it is 
relevant to this. 

Senator Keravuver. No, I don’t remember that this particular in- 
cident was dealt with in Mr. Kiefer’s book. 

All right, let’s proceed. 

Mr. Drxon. Mr. Kiefer, you left Pfizer, I believe, in August 1957? 

Mr. Kierrr. That is correct, yes. 

Mr. Dixon. Did you leave under favorable conditions? 

Mr. Kierer. Yes, sir, I did. 

Mr. Drxon. How did you sever your relationship ? 

Mr. Kierer. I resigned. I had no further connection with them. 
I left, just simply resigned to devote my time to free-lance activities 
which were absorbing all my time. 

Mr. Drxon. Was it subsequent to this date that you wrote this 
book that the chairman is talking about ? 

Mr. Kirrrr. No, the book was in the process of being published 
at that time. 

Mr. Dixon. Did the company know about your book ? 

Mr. Kierer. They did, but only in the very sketchiest detail. I 
did not see fit, neither did Mr. Middleton, to circulate copies of it 
beforehand or inform the company exactly what the book was about. 

Mr. Dixon. In other words, you left Pfizer under favorable con- 
ditions? 

Mr. Krerer. Absolutely. 

Mr. Drxon. That is all the questions I have. 

Senator Kerauver. Senator Hruska, do you have any questions? 

Senator Hruska. Mr. Kiefer, you supplied the committee with a 
statement on May 3, 1960. It is before me in mimeographed form. 
I —— it is mimeographed. Mr. Chairman, could we have a copy 
of that go into the record at this time? 

Senator Keravuver. Let it be made exhibit 227. 

(Exhibit No. 227 may be found on p. 12857.) 

Senator Hruska. Have you a copy of that statement before you? 

Mr. Kierer. Yes, I do, sir. 

Senator Hruska. Mr. Kiefer, in that statement you refer about 
two-thirds of the way down in that second paragraph to the “Open- 
ing Remarks” of Dr. Henry Welch, that he planned to use to open 
the meeting of this symposium. 

Then—lI am quoting now— 

These remarks came to my attention, to the best of my recollection, on a flimsy 
eopy which turned up with other material I was gathering in preparation for 
the Sigmamycin publicity. 

What is that “flimsy copy” to which you refer? Is that the first 
draft of Dr. Welch’s report, “Opening Remarks” ? 

Mr. Krerer. I have no idea whether it was the 1st draft or 2d 
draft or 15th draft, sir. I do not know. It was the then official 
draft of the remarks so far as the company was concerned. 
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Senator Hruska. But its appearance was such that you considered 
it flimsy at the time? 

Mr. Krerer. No. 

Senator Hruska. What does “flimsy” mean ? 

_ Krerer. “Flimsy” is simply a carbon copy, an onion-skin car- 

n cop 

Siaianen Hruska. It referred to the paper on which it was typed? 

Mr. Krerer. Yes, sir. 

Senator Hruska. Rather than the substance of the contents? 

Mr. Krerer. Yes. 

Senator Hruska. Frankly, I thought it referred to the substance 
and the content. I didn’t realize—I am glad to get that cleared up. 

Mr. Kiefer, suppose, as you have indicated, that the sentence and 
the paragraph to which our direction has been directed today had 
its definite value from a public relations standpoint. 

I am going to read those words now, omitting the reference to the 
second and third eras. 

These presentations and others indicate a distinct trend, perhaps a third era 
in antibiotic therapy. 

Now, if the reporter will indicate a few periods in there to indicate 
the omission of the description of the first and second eras, I am 
reading again: 

. this latter era should not be considered an old fashioned shotgun ap- 
proach, but a calculated, rational method of attacking the problem of resistant 
organisms. 

Now, that was the part, wasn’t it, that was very valuable to you 
as a public relations man ? 

Mr. Krerer. Yes, indeed. 

Senator Hruska. Now, suppose, instead of reading as I have just 
indicated, now the actual text reads, as follows: 

These presentations and others indicate a distinct trend, perhaps a new era 
in combined therapy; not an old fashioned shotgun approach but a calculated, 
rational method of attacking the problem of resistant organisms. 

Would that also have been valuable material for you as a public 
relations man ? 

Mr. Kierer. Anything that supported the claims for the drug would 
be valuable material to us, yes, sir. 

Senator Hruska. It might be of interest to you to know that this 
last part that I read is from the first draft of Dr. Welch’s statement, 
and, as far as I can see from a very quick comparison with his final 
draft, and, of course, I haven’t had much time to study these exhibits, 
they weren't made available to me until this morning, the only great 
difference is the modifying word “new era” instead of “third era.” 

Is that of any special significance ? 

Mr. Krerer. Well, the “third” 





Senator Hruska. Would it have been more difficult for you as a 
public relations man to have identified the statement which Dr. 
Welch made originally on his own and in which he said a “new era,” 
and then he used the identical language to describe the new era on his 
own without any help from Pfizer or anybody else, than it would to 
describe and attach that same characteristic to a “third era”? 
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Mr. Krerer, From my point of view as a public relations man, I 
worked with whatever I had, and either one would have been helpful. 

Senator Hruska. And either one would have been valuable? 

Mr. Kierer. Yes. oh | 

Senator Hruska. Counsel draws to my attention that what I re- 
ferred to as the first draft is not the first draft. It is the remarks 
made, not the “Opening Remarks” of Dr. Welch, but the remarks 
themselves, the body of the remarks made when he first drafted his 
remarks, 

However, both of them, according to the memorandum attached 
thereto, were submitted for approval on October 8, 1956, so that it is 
only in the “Opening Remarks,” the ones which were made available 
to you, that the words “third era” rather than “new era” were used. 

i should like the record to show that correction. 

Mr. Drxon. I don’t believe the first one had any mention of “era” 
in it at all. I assume that is what you have explained. 

Senator Hruska. No. The “era” isinthere. In fact, the language 
is identical except it is referred to in the text of his comments as 
“new era.” The “Opening Remarks” describe it as a “third era.” 

Mr. Dixon. He changed that one page in the speech at the same 
pe he changed this one, and he added the new language in both of 
them. 

Senator Hruska. Exactly, but the original draft referred—the point 
is that the original draft referred to a “new era” and he describes 
that “new era” in the same words that he later describes in the cor- 
rected draft as a “third era.” 

So that the brain child of that idea and the author of it, as I gather 
it from the papers given me, seems to be that they were Dr. Welch’s 
words except for designating them as a “third era” instead of a “new 
era,” his idea being a “new era.” 

Mr. Krerer. I think that is assuming a remarkable coincidence. 

Senator Kerauver. According to'the record, the first paper is Octo- 
ber 8, 1956, which is the first draft of the “opening remarks” by Dr. 
Welch. What exhibit is it, Mr. Dixon? 

Mr. Drxon. That is No. 218. 

Exhibit No. 218 may be found on p. 12835.) 
enator Krravuver. In the first draft there does not appear to be 
any reference to “new era” or “third era.” 

Senator Hruska. In which exhibit, Mr. Chairman? 

Mr. Drxon. The “Opening Remarks,” exhibit 218. 

Senator Kerauver. Of October 1956. 

Cenator Hruska. We are talking, Mr. Chairman—— 

Senator Kerauver. Let’s get these in chronological order. 

Mr. Dixon. What Senator Hruska is talking about it exhibit 219, 
I believe, entitled “A Rational Approach to Combined Antibiotic 
Therapy,” which he submitted on that same date to have it approved 
“ it could appear in the Journal of Antibiotic Medicine and Clinical 

erapy. 

Gentabene Hruska. That is right, and there was substituted a new 
page 4 for the original page 4. 

(Exhibit No. 219 may be found on p. 12836.) 

Mr. Drxon. Yes, sir. 
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Senator Hruska. The new page 4 contained the same language per- 
taining to first era, second era, and third era of antibiotics as it ap- 
peared in the opening statement. However, in the original page 4, it 
referred to a “new era” and described it in the same fashion that the 
“third era” was described in the final draft. 

Mr. Dixon. I think I can clear this up. I was going to do this in 
order. 

Senator Hruska. I think the witness can answer the question, 
whether their advertising campaign was tied to “new era” or the 
“third era.” Wasn’t it tied to the “third era” ? 

Mr. Kierer. Yes, it was. 

Senator Hruska. And the witness has already testified that ‘it 
would have been no trick at all for him, no effort at all for him to 
have adapted “new era” to the public relations efforts, of any greater 
effort than making, using the words “third era.” 

4 Mr. Kierer. We are talking about two different things, though, 
enator. 

Mr. Dixon said the advertising campaign, and I had nothing to 
do with the advertising campaign. The advertising campaign was 
keyed to the “third era.” 

rom my point of view, my public relations work, we could have 
worked either way. 

Senator Hruska. That is what I thought you had testified. 

Senator Keravver. All right, any other questions? 

Mr. Dixon. I have no more questions. 

Senator Hruska. I have no further questions. 

Senator Keravuver. Mr. Kittrie? 

Mr. Kirrrm. Nothing. 

Senator Keravuver. Thank you very much, Mr. Kiefer. 

Mr. Kierer. You are welcome. 

Senator Kerauver. Mr. Joseph R. Hixson. 

Mr. Hixson, do you solemnly swear the testimony you give will 
be the whole truth, so help you God? 

Mr. Hixson. I do. 

Senator Keravver. All right, let’s proceed as rapidly as we can. 


TESTIMONY OF JOSEPH R. HIXSON, WEST REDDING, CONN. 


o ae. Drxon. Mr. Hixson, were you employed in 1956 by the Pfizer 
0.? 

Mr. Hixson. That is correct. 

Mr. Drxon. What was your title? 

Mr. Hixson. Manager of pharmaceutical public relations. 

Mr. Drxon. For whom, specifically ? 

Mr. Hixson. For Pfizer Laboratories. That is the domestic mar- 
keting, pharmaceutical marketing, division of Chas. Pfizer & Co., Inc. 

Mr. Drxon. But your activities were with the domestic Pfizer? 

Mr. Hixson. Exclusively so, yes. I also had charge of the pub- 
licity and public relations for the J. B. Rohrig & Co. division through 
my assistant. 

Mr. Dixon. How long had you been with Pfizer at that time? 

Mr. Hixson. Since April of 1956. 

Mr. Drxon. When did you leave Pfizer? 
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Mr. Hixson. August of 1956. 

Mr. Dixon. While you were there, when did you first hear of Dr. 
Welch’s “Opening Remarks” ? 

Mr. Hixson. On the morning of October 15, I believe, the day 
before the symposium. 

Mr. Drxon. You had never heard of them before then? 

Mr. Hixson. Never. 

Mr. Dixon. How did you first hear about it then ? 

Mr. Hixson. I was shown a press release, I imagine the one which 
Mr. Kiefer says that he and his assistants drafted. I have no knowl- 
edge of who drafted that release. 

Mr. Drxon. So that we will be talking about the same thing——— 

Mr. Hixson. I would like to see one. 

Mr. Dixon. We marked it as exhibit 226. 

(Exhibit No. 226 may be found on p. 12855.) 

Mr. Hixson. I see an awful lot of press releases in the course of 
5 years so I may not have exact recollection, but I will do my best. 

Yes; that is when I first knew about the remarks. 

Mr. Drxon. You said October 15 is when you heard it? 

Mr. Hixson. I am sorry, it would be October 16, sir. 

Mr. Drxon. October 16? 

Mr. Hixson, Yes. 

Mr. Drxon. Did you prepare this press release ? 

Mr. Hixson. No;I did not. 

Mr. Dixon. How did it come to your attention ? 

Mr. Hixson. I suppose I first saw it the following day or perhaps 
late in the evening of the 16th. I first learned about it through a 
telephone call from the Pfizer public-relations director, George H. 
Wilder, which I received in the Willard Hotel about 1:30 p.m. on that 
day we are talking about, October 16. 

That is the domestic release we are now talking about, sir? 

Mr. Dixon. That is right, sir. 

Mr. Hixson. Let’s be certain, because there is a very distinct split 
in the Pfizer organization between international and domestic, so that 
this is the domestic release we are now discussing. 

Mr. Drxon. Did you attend a meeting about this subject before you 
went down to Washington ? 

Mr. Hixson. Yes; there was a meeting in Brooklyn in the offices of 
Pfizer domestic public relations. 

Mr. Dixon. What occurred at that meeting? 

Mr. Hixson. Someone from the international division brought the 

ress release over to us. He said he thought we would be interested 
in it, or that his superiors thought we should see it. Did we want to 
use it for a domestic press release ? 

I think there were three or four of us on the staff, domestic public 
relations, who discussed it, and it was agreed, I think primarily on 
my recommendation, that we would not issue it domestically. 

Mr. Drxon. Why? 

Mr. Hixson. My own feeling was it would be ill advised to issue 
a press release using the name of a Federal regulatory official in such 
close proximity to the trade name of a pharmaceutical product. 

Mr. Dixon. You mentioned Mr. Wilder. Do you recollect any of 
the others who were at this meeting ? 
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Mr. Hrxson. Several I thought I recollected have since told me 
they or there, so my recollection of that meeting is evidently not 
too good. 

I believe Harry Middleton was there. I imagine Mr. Mort Stone 
was there. That is about all I could even try to name. 

Senator Keravver. Let’s see if I understand. 

A day or so before October 16, 1956, you attended a meeting in 
Brooklyn to discuss whether you would issue—— 

Mr. Hixson. The day, the very morning, October 16. 

Senator Kerauver. The very morning you had a meeting in 
Brooklyn? 

Mr. Hixson. That is correct. 

Senator Keravuver. To discuss whether you would issue a press 
release of the same or similar type as the international one, and you 
argued against it; is that it? 

Mr. Hixson. I recommended against it; yes. 

Senator Kerauver. And you 

Mr. Hixson. That motion carried, as I recall. 

Senator Kerauver. The motion carried, as you recall ? 

Mr. Hrxson. Yes. 

Senator Kerauver. What was your reason for not wanting to do it? 

Mr. Hixson. I felt it would not be suitable for a company in its own 
press release—this is based on 5 years of my experience in this field— 
it would not be advisable to quote a Federal regulatory official on a 
company letterhead release in close proximity to that company’s trade 
name Sigmamycin which in the early version I saw was mentioned 
at least once, perhaps several times. 

These are niceties of public relations, if you will. It is public- 
relations valuation, if you will. 

Mr. Dixon. You mentioned you went to Washington. You mean 
after that meeting you went down to Washington? 

Mr. Hixson. Very soon after the meeting, my assistants and I took 
the plane to Washington ; yes. 

Mr. Drxon. What was the purpose of coming to Washington ? 

Mr. Hixson. We were coming to Washington because the next day 
the symposium was to open. We had a number of press releases 
dealing with clinical reports on Sigmamycin and other Pfizer prod- 
ucts which would be discussed at that symposium. 

Mr. Dixon. When did you learn that this press release was to be 
released ? 

Mr. Hixson. It was that very—we are still on the same day, now. 

Mr. Drxon. Yes, sir. 

Mr. Hixson. I arrived down here around 12:30, 1 o’clock, I guess, 
and it must have been around 1:30 that Mr. Wyler called me in my 
hotel room at the Willard Hotel and told me the release was being 
released at Mr. Stone’s instructions. That is George Stone. 

Mr. Dixon. Who was Mr. Stone ? 

Mr. Hixson. Mr. Stone was the assistant to the president of Pfizer, 
Mr. McKeen. 

Mr. Drxon. You were informed it was being released at Mr. Stone’s 
insistence ? 

Mr. Hrxon. That is the best of my recollection. 
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Mr. Wyler said it was to go out and I protested. Mr. Wyler said 
this was orders. 

Senator Kerauver. Mr. Wyler had been there with you in the 
morning ? 

Mr. Hixson. Yes; he had. 

Senator Keravuver. And your motion carried that it would not be 
released ¢ 

Mr. Hixson. That was my understanding; yes. 

Senator Krrauver. You were given information after you came 
to Washington that it was being released ? 

Mr. Hixson. That is correct. 

Senator Keravuver. Upon the direction of Mr. Stone, who is the 
assistant to the president? 

Mr. Hixson. That is the best of my recollection, sir, yes. 

Mr. Drxon. Mr. Hixson, this release has been made a part of the 
record. It is exhibit 226, and it is the one you have in front of you. 

Mr. Hixson. Yes. 

Mr. Drxon. You said 

Mr. Hixson. I am sorry, sir, may I go back a minute. 

I meant to say before, parts of this release I probably did write 
because, for instance, I imagine we would have had a separate release 
on Dr. Sigmund S. Winton, of Northwestern University. 

I imagine I wrote a separate release on Dr. C. N. Carter, of Gaines- 
ville, Fla. 

Evidently, in my absence pieces that I had written were taken out 
of their original releases and put into this one so I did write, physi- 
cally, part of the release which appears on the second page, just to 
keep the record straight. 

Mr. Dixon. You received this telephone call. What did you next 
do about it? 

Mr. Hixson. I called Mr. Wallace Janssen, who was, to my under- 
standing, the public-relations officer for the Food and Drug Admin- 
istration. 

Mr. Dixon. That is Wallace Janssen ? 

Mr. Hixson. J-a-n-s-s-e-n, I believe. 

Mr. Dixon. You called him? 

Mr. Hixson. On the telephone. 

Mr. Dixon. What was the purpose of your call ? 

Mr. Hixson. I asked him whether he knew about this release, 
whether his public relations office of Food and Drug had approved of 
it. I said I did not approve of it on the basis of what I knew about it. 

I asked him—I wanted to be sure that he had seen it and that he 
did approve of it. I suspected that he had not, perfectly obviously. 

Mr. Dixon. What did he say to you 

Mr. Hixson. I got the impression that he had not seen it. I recall 
very little else about the conversation. It terminated inconclusively, 
let’s put it that way. 

Mr. Drxon. Why would you call him, either to get his approval 

Mr. Hrxson. I hoped he would kill it. 

Mr. Dixon You hoped he would kill it ? 

Mr. Hixson. Or could kill it, yes. 

Mr. Drxon. What did you think he could do about it? 
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Mr. Hrxson. I don’t know how the Government operation works, 
sir, but most people in public relations have access to top executives in 
their companies or in their agencies. I assumed, if he agreed with 
me and did not object to it or got a look at it, he would either approve 
of it, in which case I would feel better about it all, or else he would go 
topside and just kill it. 

r. Drxon. Do you recall what he told you about it? 

Mr. Hixson. I am sorry, sir. I have jogged my memory on many 
occasions about this episode and I can recall very little. It was in- 
conclusive. 

Mr. Dixon. After you made this call, what happened next ? 

Mr. Hrxson. Well, we sat around for a short while in the hotel 
room, about a half hour or 40 minutes, and I received a call from Mr. 
Wyler in New York. It must have been just about half an hour, give 
or take 10 minutes. 

Mr. Drxon. What did he have to say to you? 

Mr. Hixson. He was upset, let’s say. 

Mr. Dixon. What did he say ? 

Mr. Hixson. He said what had happened, and I said that I had 
ooo Mr. Janssen. He said he was upset. He foamed at the mouth 
a bit. 

Mr. Drxon. What orders did you get next from Mr. Wyler? 

Mr. Hixson. Mr. Wyler said, “Take no further actions until we 
get there. 

Mr. Drxon. Did they come down ? 

Mr. Hixson. They were coming down anyway, I think, so I didn’t 
take any further actions. 

Mr. Drxon. When they arrived, did you have further discussion 
about this? 

Mr. Hixson. Oh, there were discussions with just about everybody, 
but nothing sensational occurred. 

Mr. Drxon. What was the net result of this occurrence upon your 
employment with Pfizer? 

Mr. Hixson. No discernible one. 

Mr. Drxon. None at all? 

Mr. Hixson. As far as I could tell, no. 

Mr. Drxon. How long after this happened did you leave Pfizer? 

Mr. Hixson. It must have been 10 months later. 

Mr. Drxon. Did you leave under favorable circumstances? 

Mr. Hrxson. Yes, I did, I guess. I left and took another job. 

Mr. Dixon. What job do you have? What job did you go to? 

Mr. Hixson. I work for an agency called Science Public Relations 
in New York City. 

Mr. Dixon. Are you still with them? 

Mr. Hixson. Yes, sir. 

Mr. Dixon. That is all the questions I have. 

Senator Keravver. Senator Hruska? 

Senator Hruska. Mr. Hixson, you gave a statement to the commit- 
tee, did you not, dated May 3, 1960? 

Mr. Hixson. That is correct. 

Senator Hruska. To whom did you give that? 

Mr. Hrxson. I gave that to Mr. Howard, who showed up in Bethel, 
Conn., where I live, one evening at a quarter of 10. 
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Senator Hruska. At a quarter to 9? 

Mr. Hixson. A quarter of 10. 

Senator Hruska. A quarter of 10? 

Mr. Hixson. That is correct. 

Senator Hruska. Is that daylight time or standard time? 

Mr. Hixson. I think we were on standard time then, I am not sure. 

Senator Hruska. Morning or evening? 

Mr. Hixson. This was in the evening. 

Senator Hruska. The chairman was interested in knowing what 
time of day it was. That prompted my question on that. And you 
have a copy of that statement before you ¢ 

Mr. Hixson. I do. 

Senator Hruska. You were not under oath, of course, at the time 
you made that statement, were you ? 

Mr. Hixson. Not to the best of my knowledge, no. 

Senator Hruska. You are under oath now. 

Mr. Hixson. I understand that; yes, sir. 

Senator Hruska. That is all, Mr. Chairman. 

Senator Kerauver. Explain again who Mr. Janssen is. 

Mr. Hrxson. I have never been entirely sure of his title. I assume 
he is the Chief, perhaps acting, Public Relations Officer for Food and 
Drug Administration. 

Senator Kerauver. Had you known him before? 

Mr. Hixson. He had been, I believe, the editor of a magazine called 
the Glass Packer, of which I had been assistant editor and the way 
I first heard of him was my editor referring to him. I was then 
doing a drug and cosmetic column for this Glass Packer in 1951, and 
my editor said, “If you need to know something about Food and 
Drug ever, call our former editor, Mr. Wallace Janssen, who does 

ublic relations for Food and Drug.” 

I think I possibly had contacted him also in connection with this 
very release—these very releases we are discussing, the clinical re- 
leases on Sigmamycin for this particular Fourth Annual Antibiotics 
Symposium. 

Senator Krravuver. You hoped that he would kill, or do something 
about killing, the release, was that the purpose ? 

Mr. Hixson. If he did not approve of it, if his superiors did not. 
If it had been approved by them, I had no further comment to make 
on it. 

Senator Kerauver. And you don’t remember. 

Mr. Hixson. I simply wanted to be sure we had, as the phrase goes, 
touched bases. 

Senator Kerauver. All right. 

Any other questions ? 

Mr. Dixon. That is all. 

Senator Hruska. Mr. Hixson, how could Mr. Janssen kill a release 
that wasn’t his release? Is there some way that people who don’t make 
releases can kill other people’s releases ? 

Mr. Hrxson. Oh, yes, indeed. 

Senator Hruska. How? 

Mr. Hixson. The general courtesy among major companies is that 
you don’t go quoting or mentioning people from other organizations 
without having approval, 
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Let me give ~ anexample. This is only from my limited experi- 
ence. Normally, you would not quote a research director of, say, 
Standard Oil of New Jersey or United States Steel or Charles Pfizer 
without clearing with their public relations people. 

Senator Hruska. Even after he had spoken publicly on something? 

Mr. Hixson. This man had not et publicly on anything at 
that point. 

Senator Hruska. I understand, but I am asking you even if he had 
spoken publicly on something, would you still ask permission ? 

Mr. Hixson. If he speaks at an open meeting, of course, permission 
is not required. General courtesy indicates that you do tell the people 
what you are going to do with it, yes. 

Senator Hruska. Well, this was for release, was it not, on the day 
and on the occasion that the public statement of Dr. Welch was given ? 

Mr. Hrxson. Sir, my knowledge of this statement was confined 
entirely to the document that I had seen in the hands of the Pfizer 
International chap who came over, whose name I do not remember. 
I was not dealing with a real event at all at that time. 

Senator Hruska. Are you referring to exhibit 226? 

Mr. Hixson. That is correct. 

Senator Hruska. That is marked “For release after 12 noon, 
Wednesday, October 17, 1956,” and I understand that the speech of 
Dr. Welch was given in the morning. 

Mr. Hixson. I fail to see that that is germane. Could you explain? 

Senator Hruska. Sir? 

Mr. Hixson. I fail to see that that is germane. Would you explain? 

Senator Hruska. The point is that when this release—when this 
news release was authorized for publication and for release 

Mr. Hixson. Authorized by whom, sir? 

Senator Hruska. By the text of the release itself, the release itself. 

Mr. Hixson. My experience is not the text of the release. 

Senator Hruska. At that time the speech given and the opening 
remarks given by Dr. Welch had been made publicly. I can’t quite 
see the necessity for contacting someone in regard to clearance. 

Mr. Hixson. We are mixed up on the calendar. 

Senator Hruska. In regard to material covered by the public state- 
ment by that person. 

Mr. Hixson. We are mixed up on the calendar. The event we are 
speaking of took place on the 16th of October. 

Senator Hruska. Exactly. 

Mr. Hixson. Dr. Welch was to give his paper on the 17th of October. 

Senator Hruska. Yes, yes. But the release is marked “For release 
after 12 noon, Wednesday, October 17”—namely, at a time after Dr. 
Welch would have spoken. 

Mr. Hixson. Yes, sir, I understand. He had not given the speech 
at this time. 

Senator Hruska. No, he had not, but the release wasn’t released 
at that time. It was not made for release until after Dr. Welch had 
spoken. 

I still fail to see the necessity for clearing with someone on a matter 
which would, by the time the release was made public, would have 
been a matter of public record. 
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Mr. Hrxson. I fairly concede, sir, it is a matter of opinion. It 
seemed to me of the highest importance at the time. It does not seem 
to me as important now, perhaps, as it did then. ; 

Senator Hruska. It is not a matter of opinion. It is a matter of 
the clock, isn’t it? 

Senator Krravuver. Senator Hruska, as I understand it, on the 
16th he was trying either to get it killed or at least find out if it was 
authorized, and that is what he called about on the 16th. 

Senator Hruska. I understand that. 

Senator Krravver. If it had been killed, of course, they could have 
withdrawn the release. 

Mr. Hrxson. Senator Hruska must know that the wire services very 
often file copy in advance of the actual delivery. 

Senator Hruska. Yes, we have had experience of that kind right 
here on this committee many times. 

Mr. Hrxson. All right, fine. Then you should be extremely aware 
of my position. F 

Senator Hruska. And the press can get it because that is their busi- 
ness. That is how they earn their paycheck. 

Senator Keravuver. But even if the press had received it, the kill 
notice would have gone out. 

Mr. Hixson. At the time when I called Mr. Janssen, the release 
had obviously not been mailed yet. There simply wasn’t the time 
for, shiysically, a two-page release to have been produced and mailed. 
This takes a certain number of hours. 

I assumed it would not be mailed until probably 4 o’clock that 
afternoon. 

Senator Hruska. One more brief reference to your statement of 
May 3, 1960. 

here is nothing in that statement which is not true, is there, Mr. 
Hixson? 

Mr. Hrxson. Oh, yes. There is an untruth in the sense that—— 

Senator Hruska. What is it? 

Mr. Hixson. That Mr. Kiefer and Mr. Stone and Mr. Melzer were 
not at the meeting in Pfizer Domestic, but I put that down as the best 
of my recollection, so I now learn that they were not present. 

Senator Hruska. You have a better recollection now? 

Mr. Hixson. No, they have informed me they were not—— 

Senator Hruska. I see. 

In any other way, did you say something in this statement that is not 
according to your present recollection ? 

Mr. Hrxson. No, sir. 

Senator Hruska. Thank you. 

Senator Keravuver. All right, thank you very much, Mr. Hixson. 

Mr. Hixson. You are welcome. 

Mr. Dixon. Mr. Chairman, we secured from the Food and Drug 
records certain documents that bear directly on this subject matter. 
I suggest that they be made a part of the record. 

The first document that belongs in the record as exhibit No. 227 is 
a letter dated November 15, 1956, addressed to Mr. F. Howard Hedger, 
Chas. Pfizer & Co., Brooklyn, N.Y., from Charles N. Lewis, M.D., 
Chief, Antibiotics Branch, Bureau of Medicine. 

Senator Keravuver. Very well. 
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(Exhibit No. 227 may be found on p. 12857. 


Mr. Drxon. I will read the second and third paragraphs from this 
letter: 


You will recall that we discussed at some length the recent symposium on 
antibiotic combinations which I attended where there was so much outspoken 
criticism about some of the promotional literature being used for these prepara- 
tions. From the comments made, it was quite obvious that there are few actual 
indications for combined therapy based on controlled clinical observation. The 
notable exceptions include tuberculosis, brucellosis, mixed bacterial infections, 
certain types of endocarditis, and other recalcitrant infections in which the 
organisms are more sensitive to the combination than to either drug alone. It 
was also the feeling that evidence of synergism and delay of resistance in other 
infections is largely theoretical based on laboratory data not confirmed clinically. 
We have reviewed several pieces of your promotional literature for Sigmamycin 
and we note that many of the references to synergism appear with little or no 
qualification whatever. 

The casual reader, through the repeated use of terms such as “synergistically 
proven,” is left with the impression the combination always acts in a syner- 
gistic manner. Actually, however, this is a laboratory observation relating 
only to a few species and strains of organisms and not confirmed clinically. 
The same is true regarding delay of resistance which is theoretical based on 
certain laboratory data. Certainly Sigmamycin does not “solve the resistance 
problem,” nor should one assume that “it leaves nothing to chance” as stated 
in some of your mailing pieces. These broad and unqualified claims go far 
beyond those in your brochure, which was submitted here prior to initial cer- 
tification, in that they represent as proven clinically certain data which have 
been demonstrated only in the laboratory against a selected group of organisms. 
This important distinction has been ignored in much of your promotional 
literature, and this undoubtedly motivated much of the criticism which came 
out of the meetings. We would like to know what you propose to do in the 
future to correct this situation and would appreciate an early reply since we 
are quite concerned about the problem. 


Then the letter goes on. 

Senator Krravver. Who is Dr. Charles N. Lewis of the Antibiotics 
Branch, Bureau of Medicine? 

Mr. Dixon. As we understand it, he is the doctor who passes on 
the clinical side of these claims for antibiotics. 

Senator Keravuver. All right. 

Mr. Drxon. As he points» out here, apparently the company had 
had the brochure claims approved for Sigmamycin, and he is pointing 
out that he has asked them to conform to those claims. 

We also found data on various research meetings dealing with these 
synergistic claims. The minutes of these meetings and other writings 
that we have bear directly on this subject. The meetings took place 
between December 7, 1956, and November 4, 1957. I would suggest 
that we assign them one number, 228, with subnumbers, to be made 
a part of the record. 

Senator Kerauver. Without objection. 

(Exhibit No. 228 may be found beginning on p. 12860.) 

Senator Hruska. Mr. Dixon, before we get too far away from it, 
you have read portions of the letter of November 15, 1956, written by 
Dr. Lewis to Pfizer & Co. Did you find in the ree ord a reply to 
that letter? Is there any entry in the record of a personal call or 
letter or any reply ? 

Mr. Dixon. There was no answer in the files. We were informed 
that it was assumed that the matter was taken care of by a phone call in 
answer to this letter, because there was no answer in their files. 

35621—60—pt. 229 
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Senator Hruska. And was that information that you received from 
Dr. Lewis? Is he the one who told you that ? 

Mr. Dixon. Yes. 

Senator Hruska. Did he recall what was done to take care of it? 

Mr. Dixon. No, sir. 

Senator Hruska. What explanation did he have for raising this 
question and then not having any solution of it, or resolution of it? 

Mr. Howarp. He presumed that, as in a great many other instances, 
it was taken care of by a telephone call. 

Senator Krrauver. I agree with Senator Hruska; there certainly 
should be some reply to this letter, but apparently there was not. 

Senator Hruska. What are the minutes that were referred to? 

Mr. Drxon. The minutes are of the meetings of the Research De- 
partment of the Antibiotics Division. I will read one of them. 

The first one is headed “Record of Antibiotics Research Meeting, 
December 7, 1956.” 

Present: Dr. Welch, Dr. Di Lorenzo, Dr. Rudy, Dr. Wright, Dr. Oswald, Miss 
Wintermere, Mr. Ostrolenk, Mr. Burton, Mr. Shaffer. 

Dr. Welch said that this meeting would be held every Friday at 2:30 p.m. 

Dr. Welch pointed out that all efforts must be engaged in the study of anti- 
biotics mixtures particularly for the discovery of those with synergistic power. 
In vitro results should be confirmed in vivo if possible. 

I have asked the staff for definitions of these terms, and I under- 
stand that “in vitro” refers to the test tube side, and “in vivo” to the 
animal side. To continue: 

Early publication of good results is an objective. First attention should be 
given to oleandomycin, chloromphenicol, and erythromycin (mixed with all the 
antibiotics). 

And so on. 

Each one of these minutes bears on this subject. It is very plain 
that, during this period of time, this research group—this is the Re- 
search Department of the Antibiotics Division—was involved in this 
search as outlined here. 

Senator Kerauver. What is the date of the first minute? 

Mr. Dixon. December 7, 1956. And the last one is November 4, 
1957. 

Senator Kerauver. Do I understand from those minutes that Dr. 
Welch ordered this research team in antibiotics to engage in research 
for the purpose of establishing certain synergistic actions as set forth 
in Dr. Welch’s opening remarks at the 1956 symposium? Is that 
correct ? 

Mr. Dixon. That is correct. 

Senator Hruska. What was the final decision? Is there such thing 
as synergistic action 4 

Mr. Dixon. It finally resulted in three papers which were presented 
at the following year’s symposium, 1957-58. Two of them refer to 
Pfizer products. These two articles should be made a part of the 
record as exhibits 229 and 230. 

Senator Kerauver. Identify them. 

Mr. Dixon. The first article is “Antibiotic Combinations: In Vitro 
Effects on Selected Groups of Bacteria.” A lower heading says: 
“J. Combinations of Oleandomycin with 16 Other Antibiotics.” It 

is by Henry Welch and three others. 
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The other article under the same top heading, exhibit 230, is sub- 
titled “III. In Vitro Effects of Oleandomycin- Tetracycline on 202 
Cultures of Micrococcus Pyogenes Var. Aureus.” It is by Elizabeth 
J. Oswald and Henry Welch, Department of Health, Education, and 
Welfare, Food and Drug Administration. 

Senator Kreravuver. They will be received without objection. 

(Exhibits Nos, 229 and 230 may be found beginning on p. 12881.) 

Mr. Drxon. I think also there should be made part of the record 
the first month’s direct mailing on Sigmamycin. I would suggest 
that this be made exhibit 231. 

Senator Keravuver. Explain what it is. 

Mr. Dixon. This we obtained from the McAdams Advertising 
Agency, enclosing copies of Sigmamycin direct mail materials mailed 
by their agency during the first month of the product’s introduction. 
On the face of each piece is indicated the mailing date. 

The cover letter says: 

But since this was a crash program overtime activity both on our part and on 
the part of the printers were routine. With this in mind, you can estimate that 
from conception of a piece to its mailing required 2 weeks or less, 

In addition, I am enclosing a tabulation of the space costs in MD publications 
for Sigmamycin advertising from the fall of 1956 until 1958, when our relation- 
ship with Pfizer Laboratories terminated. I have listed separately the space 
costs for appearance in MD magazine during that period. 

If I can be of further assistance to you, let me know. 

That is signed by Dr. DeForest Ely. 

I would suggest these all be given one number of 231, with sub- 
numbers. 

Senator Keravuver. All right. 

(The covering letter and a financial statement entitled “Sigmamy- 
cm Journal Advertising” may be found on p. 12893. The mailing 
dated November 15, 1956, is listed separately as exhibit No. 231 and may 
be found on p. 12895. The remainder of exhibit No. 231 may be found 
in the files of the sube a This consists of separate mailings for 
October 15, 16, 17, 19, 22, 23, 25, 26, 29, 30, 31, November 1, 5, 8, 11, 12, 
14, 15, 16, 18, 19, $ 21, and 23, all relating to Sigmamycin.) 

Mr. Dixon. Drawi ing your attention to one of these direct mailings, 
which says on its face, “Mailed November 15, 1956,” there appears in 
large type “The third era of antibiotics therapy .. . and Sigmamy- 
cin.” Enclosed is a reprint of the opening remarks of Dr. Welch, 
and also a scientific article by Sigmund S. Winton and E, Cheserow. 

Senator Hruska. And in what quantity, Mr. Dixon ? 

Mr. Drxon. I would suggest that this be made a separate exhibit, 
No. 232. 

Senator Kerauver. Very well, exhibit 232. 

(The Sigmamye in mailing may be found on p. 12895, The rest of 
exhibit No. 232, consisting of a covering letter, Dr. Welch’s opening 
remarks at the antibiotics symposium in 1956, and the Winton- 
Cheserow article, entitled “A Clinical Study of Combined Chemo- 
therapy: Tetracycline and Oleandomycin,” may be found in the files 
of the subcommittee. ) 

Mr. Dixon. It is clear from this that the Pfizer domestic company, 
purchased from Medical Encyclopedia, Inc., material reprints of the 
opening remarks by Dr. Henry Welch, as pr inted in Antibiotics An- 
nual, 1956-57, in total quantity of 238,000 copies. 
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(The document listing drug company costs for reprints of Medical 
Encyclopedia, Inc., and MD Publications, exhibit 232-A, may be 
found on p. 12896.) 

Senator Kerauver. The 238,000 reprints are only of Dr. Welch’s 
opening remarks as published by Medical Encyclopedia, Inc. Is that 
correct ? 

Mr. Drxon. That is correct. As delivered before the antibiotics 
symposium. It is a reprint from Antibiotics Annual of 1956-57. 

Senator Kerauver. What was Dr. Welch’s portion of the share 
of revenue from these 238,000 reprints to which you referred ? 

Mr. Drxon. I don’t know how you could estimate that cost. Dr. 
Welch was half owner of Medical Encyclopedia, Inc., and this does 
not include MD Publications. This is only Medical Encyclopedia, 
Inc., in which he had a half interest. 

That total bill for that amount was $4,213.40. Of course he owned 
half of whatever remained after costs were subtracted. 

With respect to a similar editorial which he received permission in 
November 1956 to have printed in Antibiotics and Clinical Therapy, 
entitled, “A Rational Approach to Combined Antibiotic Therapy,” 
in November of 1956, Pfizer purchased 343,000 copies from MD Publi- 
cations, Inc., at a cost of $8,495.72. Dr. Welch was to share in that 
in the amount of 50 percent, after costs. 

Senator Hruska. How many of those were mailed out, according 
to vour exhibit ? 

Mr. Dixon. That I cannot tell, sir. 

aeons Hruska. Wasn’t one of those exhibits a certificate as to the 
mailings 

Mr. Dixon. No. It related to purchase by the Pfizer domestic com- 
pany. They said they purchased 238,000 of Dr. Welch’s opening re- 
marks of 1956. 

Senator Hrusxa. Is that what it was? Wasn’t it introduced as an 
exhibit testifying to the mailing—is that what it was? 

Mr. Drxon. 238,000 is what they purchased. 

Senator Hruska. 238,000? 

Mr. Drxon. Those were his opening remarks. 

Senator Hruska. So if there were any laying around in storerooms 
by the tons, as one witness said earlier today, they would have to be 
over and above the 238,000. 

Mr. Howarp. That is the purchased amount. 

Senator Hruska. Well, Mr. Chairman, let’s understand each other. 
Here is an exhibit which was introduced as certifying to the number 
of mailings, and now we have a member of the staff that says, “No, it is 
not mailings, it is the amount purchased.” We would like to know 
which it is. 

Mr. Dixon. The only thing I know is that they purchased 238,000. 
That was furnished to us in these direct mailings for this period of 
time. I am not sure as to how many of everything they sent. 

Senator Hruska. In one of the letters there was some reference 
made to mailing and the quantity thereof. 

Mr. Drxon. There is no reference to quantity. Shall I read the 
letter again for you? 
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Senator Keravver. I think the explanation is that the 238,000 
reprints were apparently mailed domestically. We don’t know how 
many were mailed abroad, by Pfizer International? Mr. Kiefer said, 
in his opinion, that it was not more than 200 or 300. 

Senator Hruska. Just so the record is straight, this young man that 
you refer to said not more than 200 or 300 had been mailed from his 
office. He also said he had nothing to do with the oe He knew 
nothing about the domestic company. And all he knew about was the 
200 or 300 that were mailed from his office. So I think the record 
should be kept straight in that regard. 

Senator Kerauver. I am glad you have straightened it out. The 
238,000 reprints were apparently mailed by the domestic company and 
not the international company. 

Senator Hruska. That is fine. Just so we have all the facts before 
us. That is all we want, isn’t it, Mr. Chairman ? 

Senator Keravuver. That is right. 

Allright. Has the editorial you referred to been made a part of the 
record ? 

Mr. Drxon. Yes, sir. Also there was furnished to the committee, 
from the McAdams Agency, a record of the advertising media where 
space was bought for the first 6 months of the promotion of sigma- 
mycin. 

I would suggest that be made exhibit 233. The list is 214 pages 
ong. 

Senator Keravuver. Is this the domestic company ? 

Mr. Dixon. This is the domestic advertising. 

(Exhibit No. 233 may be found on p. 12902. ) 

Senator Kerauver. Was it advertised in MD Publications? 

Mr. Dixon. Yes, sir. On exhibit 231, there was an actual break- 
down of sigmamycin general advertising space costs for MD Publica- 
tions, in 1956 and 1957. In “Antibiotic Medicine and Clinical Ther- 
apy,” there were six pages in 1956 and the cost incurred was $4,128.60. 
Then, “Antibiotics and Chemotherapy,” six pages, cost was $1,430. 
From that, you remember, Dr. Welch was to get 74% percent. 

Senator Keravuver. Do you have the 1957 figures? 

Mr. Dixon. I have the 1957 figures. In “Antibiotic Medicine and 
Clinical Therapy,” 13 pages cost $12,950. In “Antibiotics and Chemo- 
therapy,” 13 pages cost $4,675, and Dr. Welch was to get 714 percent 
also of that. 

Senator Keravver. All right. 

Any other exhibits? 

Mr. Dixon. We have one table that Dr. Blair has prepared. It 
should be given No. 234. 


2It was later ascertained from the McAdams advertising agency and from the records 
of MD Publications, Inc., that Pfizer domestic purchased 238,000 copies, of which McAdams 
mailed domestically 178,650. Pfizer International purchased an additional 22,400. It 
was to these copies that Mr. Kiefer referred earlier in his testimony and of which he said 
Pfizer International mailed about 200 copies. 








12016 
(Exhibit No. 234 follows :) 


ExHIsiIt 234 


Articles in antibiotics annuals on Sigmamycin, 1956-60 
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By employees of FDA By others 


Favorable | Unfavorable} Favorable | Unfavorable 





SIT nid sciscccick Sasunanbadiinpenspabaansaien Git” Cnopekesenin 25 0 
asc Sendnsancuubie catabousnudesestnne 2 0 34 453 
PD b tthdukdtertatiubectsianrnataiie cenilbataertanmatenie 0 0 69 73] 
Ditch niawidocdadecpodbisiinaceshuciae 0 0 66 0 

DIN o Ramavcnncathiosecuniansvunisdaaninn 3 0 24 4 


1 Opening remarks. 
25 prepared in United States. 
31 prepared in United States. 


4 1957-58, Veterans Hospital, Minneapolis; Research Foundation, Children’s Hospital, Washington, D.O.; 
George Washington University Medical School. 

53 prepared in United States. 

6 None prepared in United States. 

7 1958-59, U.S. Army Hospital, Houston, Tex. 


Dr. Buarr. Mr. Chairman, this table presents the articles on Sig- 
mamycin which appeared in “Antibiotics Annuals” in the four issues 
from 1956-57 through 1959-60. 

The table is broken down to show whether the articles were favor- 
able or unfavorable to the product, and also whether they were pre- 
pared by employees of the Food and Drug Administration, or by 
others. 

Insofar as the totals are concerned, in these four issues of the “Anti- 
biotics Annual,” there appear 31 articles on Sigmamycin. Of these 
31 articles, 27 were favorable to the drug and 4 were unfavorable. 
The three articles by employees of the Food and Drug Administration 
were all favorable to the drug. Included here are the opening re- 
marks referred to earlier. There were no articles by employees of 
FDA unfavorable to it. . 

Insofar as the articles by authors who were not employees of the 
Food and Drug Administration are concerned, the breakdown is 24 
articles favorable to the drug and 4 unfavorable. In 1957-58 there 
were three articles unfavorable to the drug, one of which was by doc- 
tors at the veterans’ hospital in Minneapolis, another by the Research 
Foundation of Children’s Hospital in Washington, D.C., and a third 
by doctors at George Washington University Medical School. The 
one unfavorable report in 1958-59 was by doctors of the U.S. Army 
hospital at Houston, Tex. 

In contrast to those 4 articles, there were 24 by persons other 
than FDA employees which were favorable to the drug. Of these 24, 
18 were prepared outside the United States, the majority of these being 
‘prepared by doctors in South American countries. 

I think that that completes the comments I have to make on this 
particular table. 

Now, Mr. Chairman, in order to round out the record, I would 
suggest that two additional articles be added—one, the original 
study on Sigmamycin which was presented by Drs. Arthur R. English, 
Tom J. McBride, G. van Halsema, and Michael Carlozzi, appearing 
in “Antibiotics and Chemotherapy” in August of 1956. 
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This article consisted of an in vitro analysis spe which a very 
large part of Pfizer’s new drug application was based. 

The next article is by an eminent British authority 

Senator Kreravuver. The first article will be exhibit 235. 

(Exhibit No. 235 may be found on p. 12905.) 

Dr. Buatr. The British authority is Lawrence P. Garrod, M.C., 
FRCP, St. Bartholomew’s Hospital, professor of bacteriology, Uni- 
versity of London, and the article is found in the British Medical 
Journal, July 13, 1957. 

From this article it appears that Dr. Garrod had been sent samples 
of the cultures or strains used by Dr. English of Pfizer, and had been 
unable to duplicate Dr. English’s findings of synergistic action of 
the combined drugs referred to as Sigmamycin. 

In his summary, Dr. Garrod states, “The repetition of tests showing 
that a mixture of tetracycline and oleandomycin exerts a synergistic 
action in vitro did not confirm the claims made.” 

And when he saiys “claims,” he is referring, as is evident elsewhere 
in the article, to the claims made by Dr. English. 

(Exhibit No. 236 may be found on p, 12917.) 

Dr. Buatr. Finally, Mr. Chairman, I think the record should in- 
clude an article appearing as an editorial in “Antibiotic Medicine and 
Clinical Therapy,” January 1957. 

The article is in the form of an editorial signed by Dr. Maxwell 
Finland. Dr. Finland, I should say, is a very eminent authority on 
the subject of antibiotic combinations, and one of the editors of the 
New England Journal of Medicine. In this editorial, which was pub- 
lished in “Antiobiotic Medicine and Clinical Therapy,” Dr. Finland 
criticizes the use of this combination of tetracycline and oleandomycin 
referred to under the trade name of Sigmamycin. 

I ask that the editorial by Dr. Finland be included in the record, 
and an accompanying reply by Dr. Welch to Dr. Finland’s editorial 
also be included. 

Senator Kerauver. Very well. Let that be exhibit 237. 

(Exhibit No. 237 may be found on p. 12925.) 

Senator Kerauver. Anything else? 

Mr. Drxon. That is all [ have, Mr. Chairman. 

Senator Keravuver. I want to thank Mr. Hixon and Mr. Kiefer for 
coming here and for their cooperation in trying to give us the facts 
as they see them. 

We have gone through this situation because it appears without dis- 
pute that over a period of years Dr. Welch received some 288,000-odd 
dollars from MD Publications and from Medical Encyclopedia, Inc. 
There was also a effort to introduce a similar operation in England, 
which failed. 

I think, as Mr. Flemming has pointed out, this is a shocking conflict. 

Dr. Welch, in resigning, as I remember, somewhat challenged the 
Food and Drug Administration and this committee to show a connec- 
tion between what he was doing and the money he was receiving. What 
we have heard today is a case in point. It is very obvious that anyone 
would question the head of a division preparing a speech in coopera- 
tion with a private company. The worst part was including a siete 
which was not original, but which was suggested to him, which he 
later approved, and around which the company built an advertising 
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program. Then from that advertising program developed the sale 
of reprints, editorials, space in magazines, from all of which Dr. Welch 
received money. 

It isa situation which, of course, cannot be tolerated. 

As I said before, it is a shocking thing that has developed. It is 
shocking to me that Pfizer would get into a situation like this. I am 
certain that it must be shocking to the medical profession that a situa- 
tion of this sort has existed. 

We plan to recess until tomorrow, at which time we will hear Dr. 
Barbara Moulton, Charles Town, W. Va., and Dr. Ernest King, of 
California. 

If there is no further comment, we stand in recess until 10 o’clock 
tomorrow morning. 

(Whereupon, at 3:45 p.m., the committee was recessed, to reconvene 
at 10 a.m., Thursday, June 2, 1960.) 


SOT TET 
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THURSDAY, JUNE 2, 1960 
U.S. SENATE, 


SUBCOMMITTEE ON ANTITRUST AND Monopo.y, 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:25 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver ( — and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Donald 
P. McHugh, counsel; Horace L. Flurry, counsel; Peter N. Chumbris, 
counsel for the minority ; Nicholas N. Kittrie, counsel for the minority ; 
Philip R. Layton, assistant counsel; Thomas C. Williams, attorney; 
Dorothy D. Goodwin, attorney; Bushrod Howard, Jr., attorney; Dr. 
John M. Blair, chief economist ; Dr. E. Wayles Browne, Jr., economist ; 
Dr. Irene Till, economist; Paul S. Green, editorial director; and 
Gladys E. Montier, clerk. 

Senator Kerauver. The committee will come to order. 

Our first witness this morning is Dr. Barbara Moulton. I have not 
known Dr. Moulton personally, although I have heard of her, and 
have great respect for her. I have had the pleasure of knowing her 
distinguished father, Dr. Harold Moulton, an outstanding citizen, who 
for many years was president of Brookings Institution. I hope you 
give your father my very best wishes, Dr. Moulton. 

Dr. Moulton, you have a statement which we all have copies of. All 
of it will be printed in the record. You handle your statement as you 
wish. It is my understanding that you would rather finish your state- 
ment before having questions asked. As the statement all fits to- 
gether, I think that is proper, so yuu proceed now. In your state- 
ment you give your background and experience so that I will not give 
it in detail at this point. 

We appreciate very much your coming here and testifying today. 


STATEMENT OF DR. BARBARA MOULTON, CHARLES TOWN, W. VA. 


Dr. Movrron. Thank you, Senator. 

I am a physician, aged 44 years. I am a graduate of George Wash- 
ington University School of Medicine. I also hold the degree of 
master of arts in bacteriology, and had passed the preliminary 
examinations for the Ph. D. degree in bacteriology at the time I trans- 
ferred to the field of medicine. I have had advanced training in sur- 
gery and served as instructor in ae at George Washington Uni- 
versity. I have practiced medicine in the city of Washington, in the 
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State of Washington, and in the State of Illinois. I am the author of 
several scientific articles, chiefly in the field of antibiotic medicine. 

For 5 years I was a member of the staff of the Bureau of Medicine 
of the Food and Drug Administration, first in the New Drug Branch 
and then in the Drug and Device Branch. The avowed aims of this 
agency are ones with which I am completely in sympathy and for 
some time I planned to remain with the agency permanently. 

However, the trends within the agency during this period—trends 
which to me represent a deliberate neglect of the interest of the con- 
sumer, and an unwillingness to make policy decisions honestly on the 
basis of scientific fact—finally convinced me that I could not remain 
with an easy conscience unless there were to be a radical change in 
policy. 

I resigned on February 19 of this year, with the statement that I 
was “not in sympathy with the policies of the Bureau for which I work 
and, to a certain extent, with those of the Administration.” 

A major factor in my decision to resign was the hope that as 
private citizen I might speak more freely : and, therefore, more effec 
tively on just such an occasion as this. Another important considera- 
tion was that the timing of my resignation, which prompted the Pink 
Sheet to write of an epidemic of resignations from the Bureau of 
Medicine, might lead to a housecleaning within the Administration 
without the necessity for washing all the dirty linen in public. 

An unfortunately timed family crisis has made it impossible for me 
to carry through as I had hoped to do in implementing that particular 
aim. I am, accordingly, grateful for this opportunity to express my 
experiences and opinions in the hope that the Food and Drug Admin- 
istration and, therefore, the public, might gain in the long run from 
an open discussion of the Agency ’s difficulties and shortcomings. 

As my first exhibit I submit a copy of the Pink Sheet comment on 
February 15, 1960. 

Senator Keravuver. It will all be made a part of the record as if 
read. You read such parts as you wish. 

Dr. Moutron (reading) : 

An epidemic of resignations in the Food and Drug Administration’s (FDA) 
Medical Bureau, which started last summer, may slow down enforcement activi- 
ties significantly. The processing of New Drug Applications (NDA), however, 
probably will continue at its standard pace. 

Hardest hit by the resignations is the Drug and Device Branch which lost 
its fourth MD in recent months when Dr. Barbara Moulton disclosed last week 
that she was leaving FDA. She was regarded as the logical successor for Dr. 
Gordon Granger, whose resignation as Chief of the Branch became known a few 
days earlier. 

Granger is transferring from FDA to the Division of Scientific Opinions of the 
Federal Trade Commission (FTC) which is building up its staff in preparation 
for a new drive on drug and cosmetic ad copy—printed media as well as TV- 
radio (‘F—D-C’ Feb. 8). Dr. Moulton has made no future plans yet. 

The vacancies in the Drug and Device Branch have resulted in serious con- 
cern within FDA. Many cases in the prelitigation stage and others already 
scheduled for trial may be held up until adequate medical support is available. 
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(The complete article may be found on p. 13104.) 

Dr. Moutron. A few days following my resignation, I drafted the 
following letter to Mr. Larrick which, although not sent, did repre- 
sent my views: 

Dear Mr. Larrick: I feel it incumbent upon me in the interest of the public 
to answer more fully than I was able to do in our last brief interview the 
question you put me as to whether I could not see my way clear to recruiting 
a staff of physicians for Drug and Device Branch. Over the past 5 years I have 
devoted much time and energy to a consideration of the problems of the Bureau 
of Medicine. I have discussed the matter with every physician on the staff 
during that period, and I am thoroughly familiar with the real reasons for dis- 
content and for the rapid turnover of personnel. It is not impossible, even 
with the present budget, to hire and maintain an adequate medical staff for the 
Food and Drug Administration. It is, in my opinion, impossible to do so, 
regardless of budget, without a radical revision of policy. 

I believe firmly that a strong militant Food and Drug Administration is neces- 
sary for the welfare of the American people, and that a strong militant Bureau 
of Medicine is necessary for the welfare of the Food and Drug Administration. 
I believe also that hundreds of people, not merely in this country, suffer daily, 
and many die because the Food and Drug Administration has failed utterly in 
its solemn task of enforcing those sections of the law dealing with the safety 
and misbranding of drugs, particularly prescription drugs. 

Senator Hruska. Mr. Chairman, am I to understand the witness 
does not wish to be interrupted during the course of the statement ? 

Senator Krrauver. Yes, I think she wishes to finish her statement. 

Senator Hruska. The statement just made is a very grave and 
serious one. It is an indictment which is quite a serious one. And 
I wouldn’t want the reading of it to be unchallenged at this time, even 
in the point of suggesting it is not exactly right to proceed in this 
way. 

But if the witness wants it that way, I suppose she is entitled to go 
ahead. ‘There are other places in the statement where a similar 
charge is made. And I do hope that as time proceeds, there will be 
documentation, that there will be specifics, and there will be justifica- 
tion of the statements made. 

Senator Krrauver. In looking over the statement. I see that Dr. 
Moulton does have some examples, citing chapter and verse of what 
she is talking about. 

I believe that it would be more meaningful to let her finish her 
statement, and then I will defer to you, Senator Hruska, for questions. 

Senator Hruska. You need not do that. You can follow your 
regular order, Mr. Chairman. But I read the statement very care- 
fully, and I fail to find any substantiation of the charge just made. 

Maybe it is some he else beyond the statement. Maybe it escaped 
me. I read it carefully, and deliberately. I could not find any docu- 
mentation of this charge, nor of other charges of a similar nature. 

Senator Keravuver. Very well. 

You may proceed, Dr. Moulton. 

Dr. Mouton (continuing) : 

The pharmaceutical industry, the medical profession, the legal profession, and 


the public all share in the guilt, but the responsibility and authority rest 
primarily with the Food and Drug Administration, which has neither made full 
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use of the powers it has nor asked Congress for the further power it needs to 
insure the marketing of none but safe and useful drugs with honest labeling. 
This situation will, I feel, continue as long as responsibility and authority 
remain divided within the Administration. 

I have watched with deep regret as more authority has been removed from 
the one group within the Administration with the training, experience, and wis- 
dom to advise you on medical problems. I have watched with even deeper regret 
as promotions have been given almost exclusively to those individuals within the 
Administration who have, in my opinion, allowed consideratous of private gain 
to becloud their intellectual honesty and pervert their sense of duty to the public, 
or to incompetent individuals who, nevertheless, can and do protect you tempo- 
rarily from knowledge of uncomfortable or disturbing facts. For the record, I 
should like to state that the handling of the food additive amendment in general 
and most specifically the complete, callous, and calculated disregard by your 
assistants of medical facts and opinions with respect to the safety of lysine and 
folic acid were the last straws which convinced me that no well-trained, public- 
spirited physician can in good conscience remain for long in the Food and Drug 
Administration under present conditions. 

My specific recommendations are as follows: The next Medical Director should 
be chosen for intellectual integrity, courage, and professional attainments, so 
that he can command the respect and trust of his colleagues in the Bureau of 
Medicine. In the present atmosphere, I seriously doubt whether any physician 
with a background in the pharmaceutical industry will meet these criteria. I 
strongly urge that one be chosen form the academic ranks of medicine. The 
Medical Director should have full authority, as he now has the moral responsi- 
bility, for the enforcement of all sections of the law dealing with drugs, thera- 
peutic devices, nutritional supplements, and cosmetics; for the evaluation of all 
clinical data on toxicity in any field; for program planning in these areas; for 
public relations and publicity with respect to any Food and Drug activities 
involving the public health. He should have the final authority, subject only to 
veto by the Commissioner or by the Secretary. 

Drug and Devices Branch should become the Division of Medical Enforcement. 
Sufficient supporting personnel should be transferred to it from the present 
Bureau of Enforcement and elsewhere to free the physicians from those activities 
which have been a tragie waste of their training and abilities. 

New Drug Branch should be drastically revised in several respects. Fraterni- 
zation with the pharmaceutical industry should be strictly discouraged, and the 
young and inexperienced physicians should be protected from the “brainwash- 
ing” to which they are now subjected cofistantly. Letters to industry should be 
signed only by the chief or his deputy, and representatives of industry should not 
routinely be given the names of individual physicians assigned to evaluate a new 
drug application. There is urgent need for reevaluation of the criteria for proof 
of safety for a new drug application, and guidelines should be developed which 
would apply equally to large firms and to fringe operators. Criteria should be 
established also for credibility of clinical data in new drug applications. The 
Food and Drug Administration should request of Congress authority to pass on 
efficacy as well as safety and to control advertising as well as labeling. 

Personnel policies within the Bureau of Medicine should be reviewed. Salary 
scales should be set primarily on the basis of caliber and extent of clinical train- 
ing and experience. The possession of an M.D. degree does not make one a 
physician, nor does the practice of medicine necessarily make one a wise physi- 
cian. Additional scientific training is, of course, a great asset in a member of the 
staff of the Bureau of Medicine but it can never substitute for adequate clinical 
knowledge and experience. There should be wider salary differentials based on 
experience and qualifications rather than on the number of individuals super- 
vised. Medical staff meetings should be encouraged and should be devoted to 
medical problems, not to administrative or housekeeping details. Physicians 
should be encouraged to participate in discussions on medical policy. On the 
other hand, unseasoned physicians should not have authority to make final de- 
cisions either with respect to regulatory actions or to permitting new drug appli- 
cations to become effective. Assignments should be made wherever possible on 
the basis of knowledge and competency in specific fields of medicine, and physi- 
cians on the staff should be encouraged to develop special fields of interest, 
with the expectation that such knowledge will not subsequently be wasted by 
arbitrary reassignments. Nonmedical personnel in the Bureau of Medicine 
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should be trained to consider their functions as auxiliary to the chief functions 
of the Bureau rather than of paramount importance. 

Given a reorientation of the Food and Drug Administration policies along 
such lines, I believe that I could, without too much difficulty, recruit and retain 
an adequate staff of able physicians for the medical enforcement activities of 
the agency. I have, however, no desire personally to direct such a Bureau of 
Medical Enforcement. I should be extremely proud and happy to return to 
the Food and Drug Administration under such circumstances, but my personal 
preference would be to return as Deputy Medical Director or as Director of the 
New Drug Division. In the absence of some such change in policy, it is my 
personal conviction that the Food and Drug Administration can expect con- 
tinued and ever-increasing criticism and attack from the medical profession, 
from Congress, and from the public. 


May I take this opportunity to thank you again for the kind words you had 
for my personal efforts at the Food and Drug Administration. I feel privileged 
to have had the opportunity for public service which my first few years at FDA 
afforded and I deeply regret the chain of circumstances which convinced me 
that resignation was necessary for me to retain my own self-respect. 

Very sincerely yours. 

This letter was not sent, as I have already said, chiefly because 
unfolding developments made it apparent that the problem must be 
solved at a higher level than that of the Commissioner. Further- 
more, it is my belief that the qualifications outlined above for a Medi- 
cal Director should, in reality, be the qualifications for the next 
Commissioner of Food and Drugs. The major problems with which 
the agency deals are all of a medical nature and usually exceedingly 
complex. I do not believe that any lay administrator is really in a 
position to evaluate them properly in their full significance. 

I have been asked by this subcommittee to state my recommenda- 
tions for constructive action, and to document, as much as time per- 
mits, my reasons for making these recommendations. I have also 
been asked to outline briefly for the subcommittee the organizational 
setup of the Food and Drug Administration. To insure that the 
public receive the kind of protection from FDA which most of them 
mistakenly believe they now receive, three types of change are neces- 
sary—administrative, legislative, and budgetary. I have listed them 
in what I believe is the correct order of their importance. 

Administration action is necessary to remove from key positions 
within the agency all those officials who either for personal gain or 
by reason of too many years of close association with and brain- 
washing by the industries they regulate have come to place the wel- 
fure of the industry above that of the consumer, and to place the top 
authority for protecting the public by enforcing these laws where the 
responsibility logically lies; namely, in the hands of properly selected 
physicians. 

On the legislative side, the Federal Food, Drug, and Cosmetic Act 
should be strengthened, bearing in mind these principles: 

(1) Abstract proof of safety without regard to efficacy is an irra- 
tional concept ; 

(2) Abstract proof of safety or danger is intimately related to 
dosage and to the diseases being treated, and decisions on safety are 
irrational unless both minimal and maximal doses and therapeutic 
indications are considered ; 

(3) Decisions as to the safety and efficacy of drugs, therapeutic 
devices, food additives, cosmetics, etc., are highly complex scientific 
problems which should be removed as much as possible from the juris- 
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diction of the courts and left in the hands of specially trained physi- 
cians and ancillary scientists. 

It is generally recognized that the budget of the Food and Drug 
Administration is woefully inadequate for the task assigned to the 
agency. However, and this I cannot stress too much, no amount of 
increased budget will compensate for the gaps in the Jaw, nor will any 
conceivable appropriations of millions of additional dollars do the 
job unless it is administered by individuals ve a of understanding 
the full public health significance of the problems with which they 
must deal, willing to look at scientific facts and able to understand 
and evaluate them, and interested more in the public welfare than 
in the financial gains of the industries which they regulate. 

I shall give only a brief extemporaneous statement as to the organi- 
zation of the Food and Drug Administration. 

If the Senators want me to hurry, I can skip that, and you can ask 
questions about it later. 

Senator Krrauver. You go ahead and give it. I think it would 
be very apt at this point in your statement. 

Dr. Mouuron. To document part of this, I submit as exhibits my 
own job descriptions in the two positions I have held in the Bureau 
of Medicine. 

Senator Kerauver. Did I understand that was an exhibit that you 
thought should be in the record ¢ 

Dr. Mouuron. Yes, sir. Copies of the job descriptions—Medical 
Officer in the New Drugs Branch and in the Drug and Device Branch, 
which are two of the important branches of the Bureau of Medicine. 

Senator Kerauver. We will make these exhibits 238 and 239. 

(Exhibits Nos. 238 and 239 may be found on p. 12933.) 

Dr. Mouuron. The Commissioner of Food and Drugs is a man with 
neither legal nor scientific training. The administrative duties are 
held by a civil servant, with no particular background in the field, 
other than years of association with, it. 

Under the Commissioner are a number of various assistants. And 
then different Bureaus. 

The Bureau of Enforcement, which makes all decisions on the en- 
forcement policies of the Administration, and which again is staffed 
by civil servants, primarily with neither medical nor legal background. 

The Division of Medicine—the Bureau of Medicine; the Bureau of 
Field Administration, which has charge of the branches all over the 
United States, and the inspectors who go out and do the actual work 
of inspecting plants, collecting samples, etc. 

The Bureau of Biological and Physical Sciences—the name may be 
reversed—which contains various scientific divisions: The Division of 
Pharmacology, the Division of Food, the Division of Nutrition, the 
Division of Antibiotics, and so forth. 

The Bureau of Medicine is subdivided into five branches, and the 
one which is usually considered by the Administration as most impor- 
tant is the New Drug Branch, which passes on the safety of new drug 
eee, and does so independently of the administrative group, 
in large measure. 

The Drug and Device Branch, which is supposed to provide the 
medical opinions on regulatory problems and medical—make recom- 
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mendations for regulatory action, and provide supporting medical 
evidence, when the Food and Drug Administration does bring cases 
involving medical problems. 

Then there is a Veterinary Medical Branch, a Research and Refer- 
ence Branch, and an Antibiotics Branch, which although officiall 
under the Bureau of Medicine, physically operates in connection with 
the Division of Antibiotics. 

Recent discussions before another congressional committee as to the 
impropriety of private conversations between the Federal Power Com- 
missioners and industry representatives have interested me greatly. 

In the Food and Drug Administration such conferences are the rule 
rather than the exception. When a drug firm submits a new drug 
application for an important new drug, it is common practice for their 
representative to call the Chief of the New Drug Branch a few days 
later and inquire which medical officer is handling the application. 
The name is promptly supplied. 

The medical officer then receives a call to the effect that the firm 
wishes to send representatives in to discuss the application, and he is 
expected to make such an appointment promptly. If he does not do 
so, perhaps for the very valid reason that he has not as yet studied 
the applicaiton, he is reprimanded by his Chief as uncooperative, and 
the appointment is made anyway by a clerk. 

A day rarely passes without several such conferences in the New 
Drug Branch. If the firm anticipates no diiliculties, they send a single 
representative. If the medical officer has suggested over the phone 
that the new drug application may not be completely satisfactory, four 
or five men may appear in his office to argue the case. He may also 
be invited to attend a medical meeting sponsored by the firm at which 
the drug in question will be discussed by the clinical investigators. 

Frequently, at such meetings, the investigators who have been luke- 
warm or cold about the merits of the drug are not invited to par- 
ticipate. 

If the medical officer handling the new drug application is still 
not satisfied with the evidence of safety, the company will frequently 
make an appointment with the Medical Director, who has not seen 
the data on the new drug application, to present their side of the 
story to him. I have known such conferences to be followed by an 
order to the medical officer to make the new drug application effective, 
with the statement that the company in question has been evaluating 
new drugs much longer than the medical oflicer and should, therefore, 
be in a much better position to judge their safety. 

No one in the Bureau of Medicine would deny the value of occa- 
sional conferences with industry, particularly about technical details 
in the new drug applications. However, when a company repre- 
sentative spends 3 or 4 days a week in the New Drug Branch offices, 
arguing each point step by step, wanting to know and being told 
exactly where the application is at all times and which chemists and 
which pharmacologists are assisting in its review, I submit that the 
medical officer responsible for making a wise decision in the *>terest 
of the public is suffering under an almost insurmountable hand:cap. 

_ One application, or pair of applications, which I handled myself 
is illustrative of the problem. Two applications were submitted 
simultaneously by Wyeth Laboratories for a new tranquilizer, proma- 
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zine; oral tablets, and a parenteral solution for intramuscular and 
intravenous injection. 

At the time there was only one potent phenothiazine tranquilizer 
on the market, chlorpromazine, and while it was undoubtedly a val- 
uable drug, we were disturbed by the number and variety of serious 
side effects being reported from its use. 

In fact, I had been sufficiently impressed by its danger that I had 
previously recommended temporary suspension of the new drug ee 
cation in order to alert the practicing physicians to the need for 
caution and close supervision during its use, a recommendation which 
was not accepted by my superiors. Wyeth’s drug was intended to 
replace chlorpromazine, to which it was very closely related chem- 
ically, or at least to compete favorably with it. 

On preliminary review of the promazine data, it was obvious that 
the new drug applications were incomplete on their face. Chronic 
toxicity studies in animals were said to be in progress, but several 
months would have to elapse before they would be completed. 

Chronic studies in human beings consisted of the use of moderately 
high doses for about 2 months in approximately 33 patients in a 
mental institution, 1 of whom had developed a blood dyscrasia known 
as agranulocytosis. This is a serious condition with a mortality rate 
of approximately 50 percent, which was one of the major problems 
with the tranquilizer already on the market. The patient in this 
particular instance was given prompt and excellent treatment, and 
recovered. The drug firm therefore described the episode as a “tran- 
sient leukopenia” (a much milder condition than agranulocytosis) 
both in their summary in the new drug application and in their pro- 
posed brochure to physicians. 

On the basis of these two considerations I told the representative 
(when he called for an early appointment) that the new drug applica- 
tion would be considered incomplete, although it had not yet been 
completely reviewed. A few day§ later I was invited to attend a 
clinical conference on this drug at a nearby hospital. Science writers 
were also invited to this conference, at which it was announced that 
the drug would be released in a week or two for general sale to physi- 
cians. Moving pictures were shown, illustrating dramatic recoveries 
in psychotic patients, and in general portraying the drug in an ex- 
tremely rosy light. 

In the meantime, more detailed review of the application revealed 
numerous other problems needing resolution before one could be satis- 
fied as to the safety of the drug. There were unexplained reports of 
deaths. The recommended intravenous dose was higher than any 
single dose given in the reports submitted. There were apparent dis- 
crepancies in the interpretation of the pharmacologic data. There was 
an inert ingredient in the injectable form of the drug with toxic poten- 
tialities which we had reluctantly permitted in a previous new drug 
which would be used only occasionally, and which we had permitted 
with the express understanding that we were making an exception 
which was not to be interpreted as setting a precedent for its use in 
other drugs. 

Since the drug promazine was intended primarily as a “tranquil- 
izer,” it seemed obvious that once we released it, it would be prescribed 
for chronic use, even though the labeling did carry a suggestion that it 
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was being recommended at present for short-term use only. The 
articular point I mentioned to Dr. Smith, the Chief of the New Drug 
ranch, saying that I thought we should require adequate proof of 
long-term safety under such circumstances. 

Some of these problems were discussed with the firm over the tele- 
phone, as their representative was calling me several times a week to 
inquire when I would release the drug. Each time I said that I was 
not satisfied with the evidence of safety and did not expect to release 
it without more data. 

Soon an interview was requested and four representatives of the 
company appeared. The Chief of the New Drug Branch joined the 
conference, unexpectedly as far as I was concerned, and informed the 
firm that Food and Drug Administration would release the drug with- 
out proof of safety for chronic use, and without waiting for comple- 
tion of the pharmacologic studies. 

I am reasonably sure that my Chief had not at that time reviewed 
the data in the new drug application but was acting solely on instruc- 
tions from above. 

Without an opportunity to refer back to the official records I cannot 
document each subsequent step in the negotiations. 

If the subcommittee desires further details, they can be obtained 
by reviewing the new drug applications in question. Suffice it to 
say that I was able to delay release of the drug for a few more weeks, 
with the result that the firm sent out a letter to all physicians in the 
country, over the president’s signature, deploring the premature re- 
lease of information on this new drug by unethical science writers. 

The science writers protested this accusation in an editorial letter, 
a copy of which is attached as my second exhibit. 

I believe this has already been discussed elsewhere in the hearings. 
This is the letter in the Journal of the American Medical Association 
for June 14, 1956, signed by John Troan, chairman of the Committee 
on Information of the National Association of Science Writers, Inc. 

Senator Kerauver. Yes; that has been made a part of the record. 
At this point, let’s put in the exhibit number that this letter bears, so 
we can refer back to it. 

(The document referred to is exhibit No. 108, and may be found in 
pt. 17, p. 9505.) 

Senator Hruska. Mr. Chairman, may I inquire of the counsel if 
FDA furnished a rundown to the committee on this particular drug? 

Mr. Dixon. We have not asked for it, sir, but I am sure that 

Senator Hruska. Were there some rundowns on some of these 
instances furnished to counsel ? 

Mr. Drxon. Senator Kefauver wrote a letter to Mr. Flemming, to 
ask for access to the files of the Food and Drug Administration, by 
the staff, and we went down to the Department and we went through 
several files. I do not recall that we chose this particular drug for 
a case study. We made quite a complete case study of Sigmamycin, 
which was put in the record yesterday 

But I am sure the FDA will make it available to us. 

Senator Hruska. It was my understanding they had made it 
available. 

Mr. Drxon. I think it was offered to us. We just have not seen it 
yet, sir. 

35621—60—pt. 2210 
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Mr. Buatr. Mr Chairman, may I just add a word there. 
We did not, of course, at the time we were down there, know that 
Dr. Moulton was going to discuss Sparine in her testimony. We did 
not ask for the records of the Food and Drug Administration bearing 
on this particular drug. 

The Senator will recall that the subcommittee in its tranquilizer 
hearings examined this drug, which in a lower homologue was sold 
also as Phenergan, in the form of an antihistamine. The committee 
hearings are fairly extensive on this drug. 

Senator Kerauver. Anyway, we do not have the Food and Drug 
analysis and rundown point by point on Sparine. I am sure they will 
give it to us. 

Dr. Buatr. If there is any particular point the Senator would like 
us to—— 

Senator Hruska. The reason I raise it at this point is the reference 
of the witness to the fact, without having access to the official records 
to refer back to them, she cannot get it step by step. 

Dr. Moutron. I cannot tell you, Senator, what was done on each 
date, or the exact order. 

Senator Hruska. Exactly. 

In view of my information that a rundown on Sparine has been 
supplied to the committee, I made this inquiry. 

Ir. Buatr. No, sir; your information is incorrect. It may have 
been offered to us, but we did not take it. 

Senator Kerauver. All right, let’s proceed. 

Dr. Moutron. A little more data was submitted by the firm, the 
unexplained deaths were explained, the recommended dose was 
lowered, a warning about agranulocytosis was most reluctantly in- 
cluded—parenthetically, I should like to add that my friends among 
the practicing physicians informed me that the detail men who sub- 
sequently visited them about this drug assured them that it was not 
true that it had caused agranulocytosis—we secured a promise that 
the objectionable inert ingredient would be removed as soon as pos- 
sible, but the drug was released before the chronic toxicity tests were 
completed, and without further long-term testing in human beings. 

The one official act of my own at the Food and Drug Administra- 
tion which I regret was that I finally did myself sign the letters mak- 
ing these two applications effective. The subsequent history of the 
product couinaad my conviction that it would produce the same ill 
effects as its predecessor, but perhaps because of the warnings I had 
managed to insist upon or perhaps because the profession itself had 
become somewhat suspicious, there was less trouble on most scores 
than I had anticipated. 

It was eventually necessary, however, to make radical revisions in 
the instructions for intravenous use, since the product proved to be 
very irritating, and several law suits were at least threatened because 
of it. These problems arose after I was transferred out of the New 
Drug Branch, and I am not familiar with all the details. 

I should like to add, however, that at least until recently it has 
continued to be the Food and Drug Administration’s policy to permit 
release of such drugs for chronic use without adequate long-term 


study, on the technicality that the labeling recommends them only for 
short-term use. 
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Private conferences between representatives of industry and the 
Food and Drug Administration staff members are also the rule rather 
than the exception with respect to regulatory action under the law. 

Theoretically. the Food and Drug Administration does not enter 
into discussions with respect to a product which has been seized unless 
the company agrees first in writing that it will permit the seizure to 
go by default, or to be relabeled to FDA’s satisfaction. 

There is no longer strict adherence to this rule in all cases. Much 
too frequently, however, after such an agreement has been signed, 
there are conferences to decide upon appropriate relabeling of a 
product which has been seized as aealndiea by false and misleading 
claims. Before relabeling is approved it is supposed to be re- 
viewed in the Bureau of Medicine and the Bureau of Enforcement, 
and sometimes by the General Counsel’s staff. 

A situation has developed, however, which makes it perfectly pos- 
sible for a single representative of any of these groups to commit 
the Food and Drug Administration to relabeling which may not 
and frequently does not constitute a significant improvement over 
the original labeling. In fact, it has frequently been my impression 
that members of the General Counsel’s office and of the Bureau of 
Enforcement in particular go out of their way to make concessions 
in relabeling which completely nullify the purpose of the original 
regulatory action. 

During my last few months at Food and Drug Administration I 
found myself increasingly unwilling to initial recommendations for 
seizure in certain areas for the very reason that I knew that seizure 
action would be followed by a compromise to which Bureau of Medi- 
cine would not. be a party, but which would make it even more difficult 
in the future to change the false and misleading character of the 
claims. 

In fairness, I should add that almost any Division Chief in the 
Administration can and occasionally does in private conference with 
industry representatives commit the Administration to a permissive 
action whieh is then very difficult to undo, even if there is unanimous 
agreement elsewhere in the Administration that the particular divi- 
sion was wrong. 

In one of the last, conferences I attended dealing with a seized 
product the defendant had not as yet decided not to contest. Never- 
theless, there was some discussion, rather vague to be sure, as to pos- 
sible relabeling. The defendant’s lawyer, who is frequently a visitor 
at Food and Drug Administration and generally well regarded, advised 
his client to consent to relabeling since he would find us very 
reasonable. 

As an example, he said that he had just come from a private con- 
ference with a member of our General Counsel’s office, about another 
seized product, and had reached an agreement whereby his client 
would be able to resume almost identical promotion without fear of 
further FDA action, although, of course, this was a gentleman’s 
agreement between the two lawyers and nothing was or would be put 
in writing. 

The administrative officer present at this meeting and I were un- 
able to deny that precisely this sort of agreement occurs frequently. 
Bureau of Medicine was not asked to review and approve final revised 
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labeling on either product, although in each case seizure had been 
made because of false medical] claims. 

A medical officer in the New Drug Branch has power to release any 
new drug on his own initiative, without review by any of his col- 
leagues. To refuse to release a new drug, however, he must have the 
unanimous support of the Chief of the New Drug Branch, the Di- 
rector of the Bureau of Medicine, the Commissioner, and usually also 
the Director of the Bureau of Enforcement and the General Coun- 
sel’s office. 

Once a medical officer recommends formally that a new drug not 
be released, he is usually relieved not only of any further responsi- 
bility on the matter, but is deprived of any opportunity to argue the 
case himself in case there is not unanimous agreement among the 
higher-ups. 

If, as I believe, the basic purpose of the Federal Food, Drug and 
Cosmetic Act is to protect the consumer rather than industry, I believe 
appropriate changes in the law should make unanimity necessary for 
extending wider leeway to industry, while permitting any single re- 
sponsible individual to refuse “approval,” rather than the reverse, 
as is now the case. 

During my last 214 years at the Food and Drug Administration, I 
served in the Drug and Device Branch, and for the last year I was 
the second in command and frequently the Acting Chief. 

I will skip what I say about the duties, because I have said that 
before. 

During the entire 5-year period of my employment, I can recall only 
two instances in which suggestions for major regulatory action on 
a medical problem originated in Bureau of Medicine and resulted in 
action on the part of the Administration. 

One originated with the Director of the Bureau of Medicine himself. 
Clinical studies were undertaken which showed that the drug in ques- 
tion (Alva Laboratories—Tranquil¥ not only did not accomplish what 
was claimed, but produced more undesirable side effects than are 
considered safe for a nonprescription item. 

The results of these studies were reported to the representative 
of the General Counsel’s Office assigned to the case who excluded the 
medical officer from the negotiations with the firm and ignored the 
medical conclusions as to lack of safety. 

There were subsequent meetings in Washington at which we in the 
Bureau of Medicine were present, but the final negotiations were again 
conducted by the lawyer alone. Whereas we had hoped to take 
a worthless drug off the market, the action ended with a revised 
formula marketed under the same name and with very similar claims. 

The other case involved a charge of marketing a new drug without 
an effective new drug application, the issue being that the antibiotic 
in question was of unproven safety for continuous, long-term, unsuper- 
vised use on the skin. The court. upheld Food and Drug Admin- 
istration’s position. Subsequent recommendations for identical action 
against similar products by other firms were vetoed by the adminis- 
trative and legal officers on the grounds that we could not support 
the charge. 
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In a number of instances in which we in the Bureau of Medicine 
felt that a significant life-threatening hazard existed, our recommenda- 
tions for regulatory action have been consistently subjected to pocket 
vetoes. I have never known of a case in which the medical officer in 
possession of the facts was able to determine who issued the veto and 
request an opportunity to present the evidence directly to the person 
involved, let alone to the Commissioner. 

On the other hand, it occasionally happened that the same issue 
would be raised subsequently by some outsider, in which case action 
might result. One example of this was inhalers containing certain 
vasoconstrictors for use in hay fever or that common cold, and which 
were subject to dangerous abuse by teenagers who removed and drank 
the contents. 

Drug and Device Branch recommended strong action against these 
products. Nothing happened until 2 years later, when the newspapers 
in one of our large cities began a publicity campaign against them 
based, as I understand, on a statement by Senator Hennings. 

Food and Drug Administration immediately took notice, and a 
statement was rapidly prepared and issued in the Federal Register 
which successfully restricted the inhalers in question to prescription 
sale. However, in a number of other cases in which we recommended 
action and which we considered of much greater public health signifi- 
cance no publicity has developed and therefore people continue to be 
injured and even to die. 

Senator Hruska. Mr. Chairman, I would like the record to show 
that here is another of those instances where there is a blanket indict- 
ment, and almost a direct indictment, very severe, very grave, very 
serious—no documentation is. furnished in the statement, insofar as 
I know. 

I think that notation should be made, so that we bear it in mind for 
consideration in connection with other similar statements. 

Senator Keravuver. Very well. We will ask Dr. Moulton about it. 

Dr. Movtton. Two similar examples from the new drug field are 
Butazolidin and Marsilid. The hazards were well known in the 
Bureau of Medicine long before the newspapers began to carry re- 
ports on the subject. 

When this occurred there was prompt, if not entirely effective, ac- 
tion by FDA to revise the labeling. Prior to the newspaper publicity, 
however, we raised our voices in vain. Another new an example 
of a different type was meprobamate, the first really new drug which 
I handled, and which was introduced as an tins safe non-habit- 
forming mild sedative. 

About a year later, one of the original investigators, Dr. Lemere, 
published a brief article (J.A.M.A., April 1956, p. 1431) in which he 
not only retracted his previous statement that the drug was not habit 
forming, but also cited cases which, in his opinion, showed it to be 
actually addicting. 

My suggestion that we ask the company to revise their labeling was 
vetoed. Soon afterward I was informed that the Public Health 
Service had submitted testimony to Congress on experimental data 
confirming the addicting potentialities of meprobamate. 

By a telephone call to the Public Health Service physicians specifi- 
cally interested in problems of drug addiction, I found that they 
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had encountered physical withdrawal symptoms, including convul- 
sions, in patients at Lexington and had confirmed this by experi- 
mental work on dogs. This work was published in the Journal of the 
American Medical Association, 164: 1382, July 20, 1957, under the title 
“Addiction to Meprobamate” and more fully in the Journal of the 
American Medical Association Archives of Neurology and Psychiatry. 

This time I went directly to Dr. Holland, suggesting that we should 
insist on a strong warning statement to this effect. I was ordered to 
do nothing about it because “I will not have my policy of friendli- 
ness with industry interfered with.” 

In subsequent correspondence with the firm I did attempt to cur- 
tail the claims of complete safety and to suggest that addiction had 
been reported, but in view of Dr. Holland’s position I was unable to 
take a really strong stand or to achieve revisions of the labeling which 
I considered satisfactory. 

During the next year many, more articles appeared reporting 
habituation or addiction to meprobamate, and some time in 1958 one of 
my successors in the New Drug Branch made a further attempt to 
persuade the firm to include this particular warning in their labeling. 
Lam not sure whether this was successful. 

Senator Hruska. May I inquire of counsel whether a rundown on 
meprobamate has not been furnished to the committee by FDA ? 

Dr. Bratr. Mr. Chairman, in order to eliminate confusion on this 
question, I shall state for the record at this time the specific products 
for which we sought information. 

This list of products did not include meprobamate. The products 
were: Dihydrostreptomycin, Chloromycetin, Marsilid, which is sold 
under the generic name of iproniazid, Diabinese, and Sigmamvein, 
and the issues revolving around a proposal to market penicillin in a 
proprietary form as toothpowder. 

Senator Krerauver. J think we should say for the record at this 
»0int—I believe before Senator Hruska joined this committee—we did 
have a complete hearing on meprobamate, Miltown and Equanil. 

Dr. Mounron. Equanil or Miltown, yes. 

Senator Knrauver. Yes. We had a complete hearing on the adver- 
tisement, promotion, and the whole history of the drug, although we 
did not get a rundown on just what has happened in connection with 
the application, except as was given us by the witnesses from Carter 
Products and American Home Products, the manufacturers of Mil- 
town and Equanil. 

Senator Hruska. Well, again, Mr. Chairman, my information is 
that the committee has a full rundown on this meprobamate furnished 
by FDA. 

Now, maybe my information is in error. Either it is in error, or 
the counsel is in error. 

Mr. Drxon. I think the Food and Drug Administration certainly 
would have given it to us had we asked. 

Dr. Buarr. Mr. Chairman, I think I know the cause of the con- 
fusion. 

The chairman, in a letter to the Secretary of Health, Education, and 
Welfare several months ago, asked for a recitation of specific, official 
actions taken by the Food and Drug Administration on a number of 
products, which, to my recollection, did include both Sparine and 
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meprobamate. This was a request made to the Food and Drug Ad- 
ministration for, among other things, a listing of the official actions 
they had taken on those products. 

Now, as I understood, your original question had to do with a 
further request for access to the files of the Food and Drug Adminis- 
tration, bearing directly on these products. 

We did not ask for direct access to the files of the Food and Drug 
Administration on the two products which have been mentioned here. 

Senator Hruska. Well, the language used in my information was 
a “full rundown on.” And what that embraces, I do not know. 

Dr. Buatr. I believe what they are referring to there, sir, is the 
chronology of official Food and Drug actions, which does not reveal 
internal memoranda or internal positions taken, etc., within Food and 
Drug Administration, before the official action was taken. 

Senator Keravuver. All right. You mean the day the application 
was applied for and so forth ? 

Dr. Buatr. That is right, sir. 

Senator Keravuver. All right. 

But if there is anything about this that any member of the com- 
mittee wants, we will, of course, ask the Food and Drug Administra- 
tion for it. 

You may proceed, Doctor. 

Dr. Moutron. My field of special interest has always been infec- 
tious diseases. I was a bacteriologist before I became a physician; 
I knew about the early work on antibiotics long before it was appli- 
cable to clinical medicine; for 2 years shortly before coming to the 
FDA I was assistant director of the Municipal Contagious Disease 
Hospital in Chicago where, among other duties, I was involved in 
clinical research in antibiotic medicine and in teaching antibiotic 
therapy to medical students and residents. 

My first contact with FDA came when I presented a scientific paper 
at the Antibiotic Symposium in 1954, and when I decided to investigate 
employment possibilities at FDA it was Dr. Welch whom I first. con- 
tacted, since he was the only official whom I knew at all. 

When I joined the FDA staff, I certainly had much more training 
and experience in the clinical use of antibiotics-than any other member 
of the staff. Throughout my medical career I have attempted to keep 
abreast of the latest developments in this field, even when I was work- 
ing in other areas, and until the last year or so succeeded fairly well 
in so doing. 

(At this point in the proceedings, Senator Kefauver left the hear- 
ing room.) 

Dr. Moutron. Before I came to FDA I used to wonder why there 
was such a wide gap between what was known to experts in this field 
and what was practiced by the average physician—why antibiotics 
continued to be used widely in inadequate dosage, for diseases in which 
they had been shown to be ineffective, in irrational combinations, with- 
out adequate diagnosis, and particularly why the wrong antibiotics 
for a particular disease were so often prescribed. 

Until I went into private practice, some months before joining the 
staff of FDA, I had had very little exposure to detail men, nor had 
I read much of the promotional material sent out by the pharmaceutical 
companies. My experiences in private practice first alerted me to the 
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problem of misleading representations on the part of the pharmaceuti- 
cal industry, and after I joined the FDA and began to handle new drug 
applications for some of the newer antibiotics, I devoted much time 
and thought to the subject. 

I began to study the promotional material, and the data in our files 
upon which it was based, and, in my opinion, there were always gross 
discrepancies. For perhaps 2 years I handled most of the new drug 
applications on noncertifiable antibiotics, and felt that I made some 
progress in restricting claims to coincide with the opinions of the 
majority of the reputable clinical investigators, and to keep the dosage 
recommendations in line with the evidence. 

It soon became apparent, however, that comments about the older 
antibiotics were decidedly unwelcome, since Dr. Welch had strong 
opinions and did not brook contradiction, and since the older cer- 
tifiable antibiotics came primarily under his jurisdiction. 

Other differences of opinion between the Antibiotics Division and 
New Drug Branch also became apparent. On several occasions we ob- 
jected to some secondary ingredient in a new drug as of unproven 
safety only to find that Antibiotics Division had previously per- 
mitted its use in a certifiable antibiotic without demanding the type 
of evidence which New Drug Branch was accustomed to demand. 

Our chemists were disturbed by tremendous variations in potency 
permitted for certifiable antibiotics, but which were out of line with 
the rest of FDA policy. It was obvious, however, that Dr. Welch 
had attained such a position of authority within the Administration 
that to question any action by his Division was something that even 
the Medical Director was afraid to undertake. 

At the 1956 Antibiotics Symposium Dr. Welch’s opening remarks 
about antibiotic combinations representing the third great new era 
of antibiotic medicine produced a most unfavorable reaction on the 
part of the more reputable clinical investigators, and I heard most 
derogatory comments on the part particularly of the foreign partici- 
pants in the symposium, who were shocked by the obvious commer- 
cialism of the whole program and who stated unequivocally that the 
U.S. Government seemed to be dominated by the pharmaceutical in- 
dustry in a way that would not be tolerated abroad. 

The particular product which caused most of the criticism was 
Pfizer’s combination of oleandomycin and tetracycline, marketed un- 
der the trade name of Sigmamycin. Oleandomycin had been han- 
dled as a new drug application (although not by me), but with limited 
claims permitted. 

“Sigmamycin,” because it contained tetracycline, was handled as 
a certifiable antibiotic, and it was common talk in New Drug Branch 
at that time that Pfizer had elected to use tetracycline first rather than 
oxytetracycline, and to push the former combination for the very 
reason that they could expect more lenient treatment from Antibiotics 
Division than from the New Drug Branch. 

A new drug application for the combination with oxytetracycline 
was submitted, but not until after the pattern had been set with the 
tetracycline combination. 

For the benefit of the subcommittee members perhaps T should ex- 
plain that tetracycline and oxytetracycline are two very similar anti- 
biotics. Clinically, they may be used practically interchangeably. 
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There is no demonstrable difference in their effectiveness, but there 
have been claims—not in my opinion, substantiated to any signifi- 
cant degree—that tetracycline produces slightly fewer undesirable 
side effects. Through a legal technicality, however, oxytetracycline 
is a new drug, whereas the newer tetracycline is a certifiable anti- 
biotic. 

Pfizer possesses the exclusive rights to oxytetracycline but tetra- 
cycline is marketed by a number of different firms. Therefore, one 
would naturally expect Pfizer to prefer promotion of a combination 
involving oxytetracycline. Even to my naive and unsuspicious mind, 
the fact that they chose tetracycline for promotion rather than oxy- 
tetracycline seemed significant. 

The choice is all the more interesting since FDA is required by law 
to certify antibiotics for potency (which implies efficacy) as well as 
for safety, and in handling certifiable antibiotics is not hampered by 
the limitation that they must consider safety in the abstract, with no 
thought of efficacy. 

(At this point in the proceedings, Senator Kefauver entered the 
hearing room.) 

Dr. Movuuron. The medical literature during the following year 
contained a number of scientific articles as well as editorials attack- 
ing the concept of fixed combinations of antibiotics, and objecting to 
Sigmamycin in particular on the grounds that the claims for syn- 
ergistic rather than merely additive effects were not being confirmed 
by work in other laboratories. 

Eventually I learned, also via the grapevine, that our Division of 
Antibiotics had undertaken an elaborate study of antibiotic combina- 
tions and their effects, particularly on penicillin-resistant staphylo- 
cocci, which was also failing to confirm the results reported earlier by 
Pfizer. The grapevine added that Dr. Welch was much disturbed 
by this fact. 

Before the next antibiotic symposium in the fall of 1957, I took 
occasion to review the evidence of safety and efficacy in both of 
Pfizer’s combination applications. This was 214 years ago, so that 
I cannot now recall all the precise details, but the clinical material 
presented was very much below the usual caliber for new antibiotics; 
there were no well-cotitvcllad studies; there were no reports by really 
prominent investigators; and most of the names of the investigators 
were completely unknown to me; in most cases the patients were 
cet the drugs without an accurate diagnosis having been estab- 

ished, or with a clinical diagnosis of a condition for which antibiotic 
therapy is not indicated. 

There was even one death (uncommented upon) in a virus disease 
which just is not fatal, so that I was led to wonder whether or not 
the use of two completely unnecessary antibiotics might not have led 
to a superinfection with fatal results. 

In reading this material I found it impossible to believe that any- 
one with a knowledge of clinical antibiotic medicine could honestly 
reach the conclusion that it substantiated the claims made for these 
products. 

At that period there was a good deal of discussion in the Bureau 
of Medicine of handling false or exaggerated claims for efficacy of 
new drugs under the misbranding sections of the law (which was the 
province of the branch to which I had been reassigned). 
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Furthermore, there was a hopeful atmosphere that we might soon 
be able to break the precedent of years and take action against mis- 
branding of prescription drugs, which the Food and Drug Admin- 
istration has never done. 

Sigmamycin seemed to me a promising test case, and I discussed 
with my Chief and several of my colleagues the possibility of making 
such a charge. It seemed desirable, however, to make no formal 
recommendations until after the next symposium, at which several 
papers on the subject were scheduled to be presented. 

On the morning of the symposium I was startled to learn that the 
study from the Antibiotic Division did, after all, confirm Pfizer’s 
claim that a significant degree of synergism existed between oleando- 
mycin and tetracycline. 

Senator Kerauver. What year was that ? 

Dr. Movurron. 1957. 

On questioning my informant, I was told that the frame of refer- 
ence had been changed, but that’ the published paper would give the 
full data so that anyone choosing to read the fine print would be able 
to make up his own mind as to whether the conclusions drawn were 
justified. 

In the discussion at the symposium the new frame of reference was 
openly criticized, but neither this discussion nor the full data ap- 
peared in the paper which was eventually published in the Antibiotics 
Annual which Dr. Welch edited. 

It is perhaps needless to add that there could be no further thought 
of a misbranding charge against a drug which could point to pub- 
lished work by the Food and Drug Administration in support of its 
claims—even though the work was merely in the test tube, and al- 
though few clinicians in the field of antibiotic medicine consider such 
evidence valid with respect to results in human beings. 

The facts outlined above, as well as many articles dealing with the 
tragic results from abuse of antibidtic therapy in general which I had 
collected over a period of several years, were presented by me both to 
my Chief, Dr. Granger, and to my former Chief, Dr. Smith, in the 
hope that one or both might persuade Dr. Holland to take appropriate 
action, at least to insist that “approval” of antibiotic claims should in 
the future be strictly under the control of the Bureau of Medicine. 

I am reasonably certain that this information reached Dr. Holland, 
although I doubt whether it reached Mr. Larrick. The only answer 
T received was that Dr. Welch had a great reputation and added luster 
to the name of the Food and Drug Administration, and that nothing 
could or should be done against him. 

It was at this time that I first considered the possibility of resign- 
ing, and then attempting to bring this and other matters which had 
disturbed me about Food and Drug Administration policies to the 
attention of the Secretary’s medical adivsre, Dr. Aims McGuinness. 

When I did finally resign, rD. McGuinness was, unfortunately, no 
longer with the Department and his successor had just died, so that a 
ready line of access to the Secretary was not immediately available. 

As a further example of the way in which the wishes of industry 
influenced action in the Bureau of Medicine, I wish to report my own 
employment experience. 
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The work in New Drug Branch was to me extremely satisfying 
intellectually, and I had no reason to wish to change. Such comments 
as had been made about my work had all been favorable, and I fully 
expected to continue with it. After about 2 years I was assigned 
temporarily to a special project which involved working 14 to 16 hours 
a day for several months under very trying circumstances, in prep- 
aration for a hearing to show cause why a particular new drug appli- 
cation should not be permitted to become effective. That this project 
was satisfactorily completed is evidenced by the letters I subsequently 
received from Dr. Holland and Mr. Larrick, copies of which are at- 
tached as exhibit B. 

Senator Kerauver. Very well. They will be included following 
your statement. 

Dr. Movuuron. Immediately after the completion of this project I 
was asked by Dr. Holland to agree to a transfer to Drug and Device 
Branch, using arguments which were to me obviously specious, A1- 
though I felt this to be a very unwise move, I was too tired to be willing 
to make a major issue of it in view of Dr. Holland’s obvious insistence, 
ee since I did not at the time understand what lay behind it. 

urthermore, since I still intended to make a career of food and drug 
work, I felt that some experience on the regulatory side would be 
desirable, and I felt that a change would permit some hard feelings 
which had developed over the preparation for the hearing with one of 
the new drug chemists to dissipate. The gentleman in question is now 
one of my best friends at Food and Drug. 

Therefore, I agreed to try work in the Drug and Device Branch for 
6 months. 


At the end of that time I asked for reassignment to New Drug 
Branch. 

Then and only then did Dr. Holland explain the real reason for his 
insistence: I was not sufliciently polite to members of the pharmaceu- 
tical industry, and one of the large firms had written him requesting 
that I no longer be permitted to handle their new drug applications. 

I was subsequently informed by someone who had read the letter 
in question that it was written by Pfizer. In the meantime, the new 
drug staff had been augmented by several part-time physicians, just 
finished with their training, and by one or two full-time physicians, 
one of them with no clinical experience at all. 

At about the time that Dr. Holland refused to reassign me to New 
Drug Branch, he testified before the Blatnik subcommittee that he 
was unable to find competent physicians to work in New Drug Branch. 
These facts became known throughout the Bureau and were, I believe, 
a contributing factor in discouraging the newer physicians on the 
New Drug Branch staff from speaking their minds as freely, or 
recommending as strict an approach to new drug applications, as they 
would otherwise have done. 

What constitutes misleading information to physicians is an im- 
portant point upon which you have received conflicting testimony, 

ust as does the Food and Drug Administration. For those of us who 
Late worked intimately with the problem of approving labeling, how- 
ever, there is one crucial point which must never be forgotten. 

We frequently spent weeks or months debating the use of a single 
word on a particular drug label, such as the difference between 
“Caution” and “Warning.” A company will spend hundreds of thou- 
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sands of dollars on evidence to convince us that they may claim that 

some one side-effect does not occur with their particular drug. A 

company will devote amazing effort to arguments as to why they should 

never say under any circumstances in labeling to physicians that a 
atient has died as a result of their drug. The examples that could 
e cited are almost endless. 

We can never explain this phenomenon to ourselves exeept by 
assuming that the men in the drug industry do believe that they can 
and do mislead physicians, by such minor variations in wording. 

A further consideration is that false statements which may not 
really mislead a physician or at least not for long, frequently are 
transferred subsequently to over-the-counter labeling, which continues 
to mislead the public for years thereafter. 

As a further exhibit I submit a copy of a memorandum I addressed 
to my immediate superior in June of last year, attached as exhibit C. 

I should like to read certain portions of that. 


The book “Remedies and Rackets” points out quite clearly that the Federal 
Trade Commission, the Food and Drug Administration, and the Post Office 
Department are all guilty to a greater or lesser extent of failing to protect the 
consumer against worthless and dishonestly advertised nostrums, even to the 
extent possible under the existing laws. The criticism and the suggested rem- 
edies are, in my opinion, and, I believe, in yours, well founded. Attached is a 
photocopy of the pertinent section. In particular I should like to stress the 
marked paragraph on page 231. 


I do not myself possess a copy of this book. The section that was 
photocopied and included with this memo was the section from page 
227 to 231, entitled “Making Existing Agencies More Effective.” I 
recommend the book strongly to the committee. 

The marked paragraph was, as follows: 


Finally, spokesmen—— 


Senator Krrauver. This is only about three pages? 
Dr. Movurron. 227 to 231. . 


Senator Krravuver. I think we might make that exhibit 240. 
(Exhibit No. 240 may be found on p. 12940.) 


Dr, Mouton. The marked paragraph was: 


Finally, spokesmen for the enforcement agencies at all levels of Government 
should be told to stop spreading the myth that they are protecting the public 
from patent medicine swindlers. Almost every statement they issue encourages 
the consumer to believe confidently that the agencies are on the alert, guarding 
him against undersirable food, drug, and cosmetic products, and makes him feel 
that he has nothing whatsoever to fear. In reality, such statements are either 
half truths or baloney. 


To go back to my memo—— 

Senator Keravver. Dr. Moulton, do you wish at any time to have 
a short break, or do you want to go on and finish ? 

Dr. Moutron. I was going to ask for a break between finishing the 
statement and answering questions, if I might. 


Senator Keravuver. Very well. Then you go on and finish the 
statement. 


Dr. Moutton (reading) : I believe that it is important that we not only stop 
spreading but actually make some attempt to dispel the myth that we are pro- 
tecting the consumer completely. I wish to suggest several areas in which we, in 
Bureau of Medicine, can make some contribution to this goal. Certain of these 
you may wish to discuss with Dr. Kessenich in your scheduled meeting with 
him tomorrow. 
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1. The March issue of the “Annals of Internal Medicine” contains a special 
editorial by Dr. Farrar of Wyeth, which subtly intensifies this myth and even 
goes so far as to extend it to all our new-drug operations. In my opinion, it is 
imperative that the misconceptions which this article will foster be publicly at- 
tacked by us. Let me quote a few sentences: 

“These data—case reports and summaries—exist in the confidential files of 
the particular company and of the Food and Drug Administration. Your col- 
leagues in pharmaceutical industry and government have judged the data ade- 
quate to substantiate all claims being made. *.* * I can assure you that the 
statements made by reputable pharmaceutical companies in the multicolored 
journal advertisements and mailing pieces are accurate. The Food and Drug Ad- 
ministration insists that claims remain within the bounds of the evidence 
presented to that body and that significant by-effects be brought to the attention 
of the prescribing physician. Actually, the package insert * * * is a scientific 
document * * * It has been studied with great care by Drs. Holland, Smith, 
and their associates in the Food and Drug Administration and is your assurance 
that they have found no objections to the conclusions drawn nor to the data 
supporting those conclusions. * * * Your guarantee is in the fact that an in- 
effective drug is not a safe drug when there are effective agents available for 
the condition, whatever it may be.” 

The entire article is worthy of perusal, and a copy is attached. 


I regret that. I don’t have a copy any more to attach for the com- 
mittee, but it was attached in my memo. 


However, the sections quoted would certainly suggest to the unitiated that we 
extend our concept of indirect safety to cover 90 percent of the “gray area” in- 
stead of the 1 percent which would more nearly characterize our practice. Since 
the Annals does not have a regular column for correspondence to reach this 
particular and very important audience it would probably be necessary for Dr. 
Kessenich to contact one of the editors personally in order to secure publication 
of a denial even were we to write one. Perhaps some other approach would 
be better, but I am sure that we cannot in good conscience leave such misleading 
statements about our activities unanswered. 


I will skip the rest of that memo, although I want it in the record. 
Senator Kerauver. It will be made part of the record. 
(The remainder of the memorandum follows :) 


2. We need not, in Drug and Device Branch, be a party to the issuance of 
letters which state ‘‘we will not adversely criticize your labeling’ merely because 
we do not for one reason or another intend to institute regulatory action against 
the product at that time. I believe we owe it to the public to use the educational 
approach when we cannot do more, and to reflect the thinking of the best- 
informed members of our profession. 

3. It might be wise to reconsider our wording of effective letters on new-drug 
applications in the dark “gray” or “black” categories. We are frequently crit- 
icized by both BE and GC as being too mild in our statements of disapproval. 
On the other hand, when we find fault with just one or two points on a label 
there is an implied approval of the rest. This greatly weakens our position in 
court when we do subsequently attempt regulatory action against a product 
which has gone through the new-drug procedure. There is some justification for 
the suggestion that unless we are willing or able to insist on completely truthful 
labeling, not misleading in any particular, it might be wiser to refrain from any 
criticism at all, and to include “All claims are on your own responsibility” in 
all new-drug correspondence. I would not personally choose so extreme a position 
at this time, but I do feel that we should all give greater consideration to the 
long-term effects of our comments and, more important, of our failures to com- 
ment adversely. The problems involved and the importance of uniformity in 
approach between NDB and DDB, and BE are well illustrated by our current 
difficulties with phenylpropanolamine tablets for weight reduction (see attached 
memo). Every letter which issues from the Administration failing to criticize a 
product for a particular claim makes subsequent regulatory action on that prod- 
uct more difficult. Since it is impossible in the present state of our internal 
communications to keep each new-drug medical officer fully informed as to the 
Status of our regulatory program on each type of product or claim, and since in 
any event they are less conditioned to consider the possible legal significance of 
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the wording of our letters it is increasingly important that we in DDB should 
have an opportunity to comment on all OTC labeling and all really questionable 
prescription labeling. We realize fully that this will not solve the problem 
created by changing regulatory views based on new knowledge. It would, how- 
ever, eliminate some of the inconsistencies in our approach to different companies 
with similar products. 

Dr. Mouuron. With respect to possible changes in the law which is, 
after all, the prime consideration of this subcommittee, I should like 
to make several concrete suggestions. There are certain obvious gaps 
in the law with which I am sure the members of this subcommittee are 
already familiar. 

Therapeutic devices, while less numerous, are just as important as 
drugs, and should have the same status under the law. Cosmetics, 
while less important than drugs and devices, certainly deserve more 
attention than they receive and, since they serve a much less impor- 
tant function, it is correspondingly much more desirable that cosmetic 
manufacturers be required to furnish the Government with adequate 
proof of the safety of their products before they are marketed. 

Household chemicals are, in most instances, subject to no Federal con- 
trol, and yet represent frequent public health hazards which could be 

reatly diminished by a law requiring adequate testing and labeling 
uieatings appropriate warning statements and listing of ingredients). 
These problems are fairly obvious, and are, I believe, already under 
consideration by Congress. 

With respect to drugs (and therapeutic devices which I assume will 
eventually be covered by an identical law) I have been given to under- 
stand that the current law as originally written would have required 
proof of the “safety and efficacy” of new drugs, but that the words “and 
eflicacy” were stricken from it after testimony by the drug companies. 
Many top Food and Drug officials express satisfaction that this is so, 
and say they do not wish the responsibility for decisions on efficacy. 

However, no physician, no one who has ever been responsible for 
the welfare of individual patients, will accept the idea that safety can 
be judged in the absence of a decision about efficacy. No drug is 
“safe” if it fails to cure a serious disease for which a cure is available. 
No drug is too dangerous to use if it will cure a fatal disease for which 
no other cure is available. 

To attempt to separate the two concepts is completely irrational, 
and I cannot believe that either Congress or the public will demand 
or expect greater omniscience on the part of the Food and Drug 
Administration physicians when dealing with efficacy than they do 
now on safety. Criteria for adequate proof of efficacy would develop 
gradually, as they have with respect to safety, and the industry would 
automatically have adequate time to gear itself along these lines. 

For a drug firm to object too strongly to such a change in the law 
should render it highly suspect. In general, the drug manufacturers 
claim that they never market a drug drug until they themselves think 
they have reasonable proof of its value. If they have such proof, they 
should not fear its review by the Food and Drug Administration. 

If, as I am afraid is too often the case, they have not attempted to 
obtain such proof, it is high time that both the medical profession and 
the public be made aware of that fact. 

I might add, parenthetically, that under the section of the law 
dealing with certification of antibiotics Food and Drug Administra- 
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tion was required to certify to potency, which involves efficacy, as 
well as safety. 

Testimony previously brought before this committee has shown 
that even the inclusion of these words in the law was no deterrent to 
the marketing of products of exceedingly questionable efficacy. 

There is another gap in the law with respect to “investigational 
drugs,” that is, new drugs for which no new drug application has 
been made effective. The present law leaves it entirely up to the 
Secretary to establish regulations with respect to the handling of such 
drugs. In many respects this is ieirables One point, however, is 
worth bringing to your attention. Neither the law nor the regula- 
tions issued by the Food and Drug Administration make any differen- 
tiation between preliminary pharmacologic testing in animals, and 
clinical testing in human beings. 

It is perfectly legal to conduct experiments directly on human be- 
ings without any previous testing on animals, I have been told of one 
instance some years back in which a highly reputable drug firm sent 
a drug out for clinical testing for the treatment of anemia, when 
animal testing, not attempted, would have shown that the drug con- 
sisently produced aplastic anemia. 

An alert clinical investigator first made this discovery, after he had 
tried the drug on a few patients. 

Such instances are uncommon now except from totally unex- 
perienced would-be manufacturers. It is by no means uncommon, 
however, for the FDA to receive new drug applications supposedly 
complete as to clinical data, but with the pharmacologic data ad- 
mittedly incomplete and to be submitted “next month.” 

Since the clinical cases usually cover a period of some months, it is 
apparent that the first patients received the drug long before the 
pharmacologic studies were completed and often before the chronic 
toxicity studies were begun. Since the department has not seen fit 
to rectify this extremely dangerous situation, Congress might well 
consider requiring preliminary approval of pharmacologic data before 
clinical testing is begun. 

Along the same line, there are no specific criteria in the law or in 
the regulations with regard to qualifications of clinical investigators. 
I have handled new drug applications based on data from completely 
ignorant lay individuals using on at least one occasion well-known 
toxic chemicals experimentally on themselves or their friends. Since 
they were not charging for their services, they were not practicing 
medicine and therefore were violating no laws, Federal or State. This 
is hardly desirable. 

A licensing provision, which would require inspection and licensing 
by the Food and Drug Administration before a new manufacturing 
concern could begin to manufacture any drugs, and which would 
enable the Food and Drug Administration to require in advance the 
possession of certain types of facilities for certain types of manufac- 
turing, would greatly increase the protection to the consumer, mark- 
edly decrease the cost of enforcement of standards of strength, quality, 
purity, and identity of drugs, eliminate the really unqualified manu- 
facturers, and afford no real hardship to the reputable well-qualified 
manufacturers. 
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A review of the Durham-Humphrey amendment in the light of our 
present knowledge and experience might be desirable. There are still 
proprietary products on the market under the grandfather clause 
against which the Food and Drug Administration seems powerless to 
act under the present law, in spite of the fact that the medical profes- 
sion is practically unanimously opposed to their unsupervised sale 
because of known hazards. 

Bromide preparations are perhaps the best-known example. There 
are other proprietary drugs which would be safe enough if they were 
not, promoted for diseases for which self-medication is not safe or 
self-diagnosis possible. I should like to recommend in this and other 
connections a review of the Canadian food and drug law. It is my 
understanding that they have avoided many of the pitfalls which we 
have encountered because they have a wider latitude for administra- 
tive action. 

For instance, if abuse develops in the promotion of a nonprescrip- 
tion drug, it may be transferred by a simple administrative order to a 
different, category, in which promotion of the drug to the lay public 
automatically becomes illegal. 

The present Federal Food, Drug and Cosmetic Act lists those drugs 
which must bear on the label a statement: “Warning—May Be Habit 
Forming.” TI have been assured that it would require an act of Con- 
gress to add any new sedatives to this list. In view of our experiences 
with meprobamate, for instance, it might be desirable if the Secretary 
had the power to add substances to this list by administrative decree. 

Promotion of a drug is intimately bound up with its safety. While 
admittedly there are two sides to this question, it is my own personal 
feeling that the division of authority and responsibility among the 
Food and Drug Administration, the Post Office and the Federal Trade 
Commission for controlling drug promotion has done much more 
harm than good. 

If one agency had full responsibility for the truthfulness of all 
promotions, regardless of means, it would be much easier to enforce 
a uniform policy, and to assign the blame correctly if the law were 
not enforced. 

Therefore, I strongly recommend that one agency be given complete 
authority for controlling all types of drug promotion. This is par- 
ticularly important with respect to prescription drugs. Except in 
the case of a few products for injection, the physician rarely sees 
the label of a drug, and the requirement of a package insert on oral 
drugs which will be dispensed by a pharmacist does little to rectify 
the situation. 

If all new advertising copy, and all material to be used by detail- 
men on new drugs, required “approval” by the Food and Drug Ad- 
ministration, the problem of enforcement would be infinitely less. 
Such approval should not have the arbitrary legal time limit of 60 
days which exists in the present new drug section of the law. Similar 
approval should be required also for labels and promotional material 
on old drugs when marketed for the first time by a new firm. 

I should like also to subscribe to Mr. Blackman’s suggestion that 
there should be some legal limit to the amount of money that should 
be spent on advertising a prescription drug. Really worthwhile drugs 
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rarely need such promotion, and the vast majority of the promotional 
material is certainly a costly waste, even when truthful. ; 

There must be provision in the law for changing regulations in 
line with advances of medical knowledge. In my judgment this in- 
volves removing medical decisions on drug labeling and promotion 
from the courts of law except as a last resort, and leaving them in 
the hands of medical tribunals. 

Medicine and law do not mix well. In medicine, there are few 
blacks and whites, nor can one demand proof beyond a reasonable 
shadow of a doubt. Furthermore, neither diseases nor their treat- 
ments remain static. The best medical treatment of one decade may 
represent malpractice in the next. Twenty-five years ago the recog- 
nized treatment for severe staphylococcal infections was surgery, 
physiotherapy, and prayer. Fifteen years ago it was penicillin, almost 
exclusively. 

Now the disease has changed, and while recommendations of the 
experts vary, all are now agreed that to rely on penicillin is apt to 
bea fatal error. 

Decisions on drug labeling in this area 15 years ago and having 
the force of res adjudicata could have disastrous results today. This 
is actually one of the reasons why the Food and Drug Administration 
is reluctant to make drug misbranding charges unless the case is fool- 
proof, since an adverse court decision can apparently tie our hands 
permanently. 

The responsibility for the latter situation is difficult to assign. I 
have no reason to believe that further investigations would reveal an 
more large-scale conflicts of interest such as has been disclosed with 
respect to Dr. Welch, although others may have benefited somewhat 
from his enterprises. 

However, there are many other fields of medicine besides antibiotics 
in which there is the same tendency on the part of the Administration 
to ignore the opinions of acknowledged experts while attaching undue 
significance to undocumented or poorly documented statements by 
physicians who are not well regarded by their colleagues. 

Almost inevitably the latter statements are in support of broader 
claims by the industry. The famous “gray area” of which the members 
of the pharmaceutical industry love to talk has become so expanded 
that apparently the gray must be 99 and forty-four-hundredths per- 
cent black before the Government is willing to say that calling it 
white is misleading. 

The standard answer to such a remark is that this is the way judges 
and juries interpret the law. 

Many oldtime members of the Food and Drug staff are no doubt 
merely honestly discouraged by years of unsuccessful efforts. Some 
are stupid or misinformed. Others are undoubtedly motivated pri- 
marily by a desire for promotion and by the belief that it cannot be 
achieved unless one is “cooperative” with industry. 

Certainly there is nothing but discouragement offered to those who 
advocate a more vigorous enforcement policy. 

Others apparently believe that cooperation with industry now will 
help gain increased appropriations later, the end thus justifying the 
means. 


35621—60—pt. 2211 
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In the case of my own Bureau, the Bureau of Medicine, of those who 
share my views (and they represent by far the majority), few are 
willing to risk the security of their positions by stating those views 
public. They all have families to support, and I cannot blame them. 

am fully aware that in making this statement I have jeopardized, 
perhaps irreparably, my own opportunities for future Government 
employment. 

Nevertheless, I feel so strongly the danger of a weak and ineffective 
regulatory program in this most vital area, that such a statement from 
one who knows the agency from the inside seemed essential. 

I shall be happy to try to answer any further questions the members 
of this subcommittee may care to ask. 

(The attachments to Dr. Moulton’s statement may be found on p. 
13103.) 

Senator Kerauver. Thank you very much for a fully prepared state- 
ment and for giving us information which you think and which I feel 
will be of great public service. * 

We will have a brief recess of about 3 minutes, and then we will go 
on until about 12: 30. 

We will stand in recess at this time. 

oer at this point in the proceedings, a short recess was 
taken. 

Senator Krerauver. Senator Hruska, you brought up some points 
that I think ought to be cleared up. You have a number of questions. 

Senator Hruska. First of all, I should like to thank Dr. Moulton 
for the pains and extent to which he went in compiling this very 
cumberous statement. I am sure that it has cast a lot of light upon 
a point of view which we should canvass very thoroughly. There are 
many suggestions in there which I am sure if they are properly im- 
plemented with specifics which could be furnished either for the 
record, or to the committee in private, if that would be the Com- 
mittee’s pleasure, will lead to corrective action ultimately, either by 
way of legislation or administrative action. And so, I for one, want 
to thank you, Dr. Moulton, for the great efforts to which you have 
gone in compiling this and testifying before us as you have. 

Dr. Mouuron. Thank you, Senator. 

Senator Hruska. Doctor, I am wondering if we could get a little 
rundown here on your education and experience. You referred to it 
generally in the first paragraph of your letter. Could you tell us 
what your formal education has consisted of—where, about what 
years, and so on? 

Dr. Mouton. Smith College, University of Vienna, University of 
Chicago. Bachelor’s degree from the University of Chicago. 

Senator Hruska. When was that? 

Dr. Mourron. In German language and literature, 1937. Graduate 
work, unspecified—premed actually—the following year at the Uni- 
versity of Chicago. Master’s degree in bacteriology from George 
Washington University in 1940, I passed the Ph. D. preliminary in 
bacteriology at George Washington University in 1941, and then 
enrolled for a combined M.D. and Ph. D. degree, which the war in- 
terrupted. 

I have my M.D. degree from George Washington in 1944. Intern- 
=e in St. Lukes Hospital in Chicago. Surgical residency at St. 
Lukes Hospital in Chicago. Surgical residency in Suburban Hospital 
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in Bethesda. Instructor in anatomy at George Washington Uni- 
versity the following year. Then I practiced for approximately 
2 years with Group Health Association here. 

Senator Hruska. Where was that? 

Dr. Moutron. In Washington. 

Senator Hruska. Now, you speak 

Dr. Moutton. University—staff physician, State College of Wash- 
ington, Pullman, Wash., the following year. State Normal Univer- 
sity of Illinois the year after that. ‘Then I was for 2 years assistant 
medical director of the Municipal Contagious Disease Hospital in 
Chicago, and at that time I was a clinical instructor on the staff of 
the University of Illinois, but also taught students from Northwest- 
ern and Chicago. Then I returned to Washington and set up a pri- 
vate office in Bethesda. And at the time I joined the Food and Drug 
Administration staff, I was doing private practice, but I became so 
involved with the Food and Drug Administration, that I decided to 
drop the practice eventually. 

Senator Hruska. Now, you spend some time in Illinois with the 
Municipal Hospital of Contagious Diseases. 

Dr. Mouton. That is correct. 

Senator Hruska. Contagious diseases. 

Dr. Mouuron. That is correct. 

Senator Hruska. When was that? Was that immediately before 
you came to Washington ? 

Dr. Moutron. Yes; 1952 to 1954, roughly. 

Senator Hruska. In all, how many years did you practice in the: 
general practice of medicine. 

Dr. Mouton. If you left out the term “general” it would make it 
easier to answer. 

Senator Hrusxa. All right, leave out the word “general.” If you 
had a specialty—in private practice. 

Dr. Mouuron. None of these could be classified as private practice. 
You cannot say when you are directing—running a service on a mu- 
nicipally owned hospital that you are doing private practice. But 
you are doing a kind of p ‘actice where you can do controlled studies, 
where you can do tests that are not available in private practice. It 
is a much more—it is type of practice that gives you much more real 
information about the results of what you are doing than most private 
practitioners can achieve. 

Senator Hruska. Well, you indicated in addition to other things 
you have practiced medicine in the city of Washington, the State of 
Washington, and the State of Illinois. In my lay mind, I just as- 
— that it was private practice. Have you practiced privately at 
all ¢ 

Dr. Mouton. Yes, for a period of about 9 months, prior to and 
several years following, to a certain extent, my joining the staff of 
the Food and Drug. 

Senator Hruska. Now, Dr. Moulton, I was specially impressed by 
your statement—not very favorably—on page 2 of your statement, 
and other places also, in which in the letter you wrote, but which you 
did not send to Mr. Larrick, when you resigned from the Food and 
Drug Administration— 





I believe also, that hundreds of people, not merely in this country, suffered 
daily, and many died because the Food and Drug Administration has failed 
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utterly in its solemn task of enforcing those sections of the law dealing with the 
safety and misbranding of drugs, particularly prescription drugs. 

That is not the only place that there is an indictment, and a ve 
severe and grave and serious one, of causing deaths—that is what it 
amounts to—that is made in your statement. 

On page 19, for example, there is a further reference to that. 

Dr. Mouton. Yes. The drug that I had in mind—— 

Senator Hruska. On page 19, down toward the end of the second 
paragraph there: 

However, in a number of other cases in which we recommended action on which 
we considered of much greater public health significance no publicity has devel- 
oped, therefore people continue to be injured and even to die. 

I do not know but what there might be vther situations. 

Now, we have had testimony here before in which rather general 
statements of that kind have been made, sometimes even to the extent 
of naming the number of dead.attributed to a single drug. And then 
when we delve into it, they just about diekoueale. Wecuade upon cross- 
examination it is found that those are explained deaths, that they are 
not necessarily, in fact there isn’t any causative—no cause and effect 
relationship there. And while the 40 or 50 deaths attributed to any 
article will hit the headlines, and reach the public consciousness, some- 
how or other it does not develop that the proper analysis of that state- 
ment can ever quite achieve the same importance or proportion in the 
public mind. For that reason when an indictment of this kind is made 
against a Government agency, I am impelled to sort of ask you to be 
a little more specific and to probably document that a little bit, so we 
can get your ideas of where these deaths occurred and from what, and 
when, and so on, so that we can inspect them to see whether or not the 
charge made actually properly lies. 

Dr. Mouutron. There is some question in my mind, Senator, whether 
it is fully desirable to attempt todocument this sort of thing in a pub- 
lic session rather than in executive session. But I will do so, attempt 
to do so, if you wish. 

Senator Hruska. Well, that is a point that I raised a little while 
ago. It may be there are other instances here. We do not, as a com- 
mittee, like to get into names of brands and names of individuals. And 
if it will meet the pleasure of the committee and your own, that testi- 
mony can be given either in executive session or supplied in some other 
way. But it does seem to me that with a department which in the main 
is manned by dedicated folks, and who are trying to do a good job, 
that they are entitled to something by the way of proof and substan- 
tiation of a statement of that kind. 

Dr. Moutron. A good deal of the proof is in their own files. 

Senator Hruska. That doesn’t help me. That doesn’t help the 
public. And until we find book and verse and page and line, and then 
we are able to scan that to see whether or not it is a generalization— 
and maybe a justified one as has frequently happened in this room 
since last December, it is totally unjustified in many instances. 

You see, we cannot quite bite into it, can we? 

Dr. Mouton. I think I have stated the case mildly, rather than 
strongly, but I will—I would prefer to list deaths from specific drugs 
in executive session. But I will abide by Senator Kefauver’s opinion 
on this subject. 
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Senator Keravuver. Can you document what you have said here? 

Dr. Mouuron. I can document some of it from the medical litera- 
ture. I can list which ones are documentable from files which I had 
at Food and Drug, which are Government property and not my pri- 
vate property, and therefore which are in the Food and Drug files. 

Senator Keravuver. I mean, can you either publicly or in executive 
session document the statements you have made here about deaths? 

Dr. Mouton. I believe so. 

Senator Keravuver. Then I leave it with Senator Hruska whether 
he wants to hear it here or in executive session. 

Senator Hruska. Mr. Chairman, as we all know, we do not like 
to visit undue hardship on either any persons, companies or products, 
when we can help it. And I certainly would not want to break that 
rule. I think that it is a commendable policy, although once in awhile 
we are forced by the nature of the testimony to get into specifics. 
I would be content with any kind of documentation that Dr. Moulton 
wants to submit on that subject, and have her file it for use of the 
committee. I would be interested for example, in what type of drug 
is involved in this charge on page 2 of your statement. Perhaps you 
ere us that in a general way. That is that passage that I just 
read. 

Dr. Moutton. Well, this does not involve deaths, and therefore 
I am less hesitant to speak of it publicly. But on page 2 I say that 
the specific last straw was the matter of folic acid. 

Senator Hruska. Of what? 

Dr. Mouton. Folic acid. Folic acid is a vitamin B—— j 

Senator Hruska. Where do you deal with that—in what part of 
your statement? You refer to it specifically someplace in your 
statement. 

Dr. Moutron. Yes;Ido. Just a second. 

Senator Kreravver. It is on page 5. 

Dr. Mouton. Yes. 

For the record, I should like to state that the handling of the food-additive 
amendment in general and most specifically the complete, callous, and calcu- 
lated disregard by your assistants of medical facts and opinions with respect 
to the safety of lysine and folic acid were the last straws. 

The food-additives amendment was passed by Congress a little over 
a year anda half ago. There was a period of a year and a half during 
which the industry and the Government had the opportunity to alee 
which of the additives already on the market would be considered 
generally recognized by experts, qualified by scientific training and 
experience, as safe for use as food additives. And these substances 
as of, I believe the date was, March 1, of this year, would then be 
considered as legitimate food additives, and would not have to go 
through the procedure of submitting proof of safety. But after the 
deadline, any new additives must be passed on by the Food and Drug 
Administration. 

Senator Hruska. Was that deadline extended ? 

Dr. Moutton. No. 

Senator Hruska. It was not? 

Dr. Mouton. As far as I know, it was not. Actually I left Food 
and Drug before that date, a few weeks before. 
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The first list of food additives that were to be exempted from this 
requirement I first saw when it came over my desk as a Federal 
Register proposal. And there was an opportunity for comment within 
30 days. And the 30 days had elapsed before it circulated as far as my 
desk. But I was rather taken aback at some of the substances included 
on this list, of substances generally recognized by experts as safe. 

So I sent up and down the hall 

Senator Keravuver. Recognized as what? 

Dr. Movuuron. Safe for food additives. I went up and down the 
hall and inquired whether any member of the Bureau of Medicine 
Staff had been asked to comment on this list before it was published 
by the Food and Drug Administration. And I was assured by each 
member of the staff of the Bureau of Medicine that they had not seen 
this, nor had they been asked to comment on it before it was published 
in the Federal Register. 

Senator Hruska. You said something about a certain 30-day period 
in which comment would be appropriate ? 

Dr. Mouuron. Yes; comments by the public. But this had been 
published without comments by the Bureau of Medicine of the Food 
and Drug Administration. A number of the ingredients in it were 
vitamins which as drugs, come under the category of the Bureau of 
Medicine, and which we deal with as drugs, and many of which I had 
a handling the regulatory recommendations on. One of them was 

ysine. 

We wrote a memo listing why we did not consider this a safe food 
additive, quoting the council on food and nutrition of the American 
Medical Association. 

At a meeting which I subsequently attended, of the food-additives 
group, I found that they had not read this memo, but they had con- 
tinued to include this in the list of safe food additives. 

At the same time the subject of folic acid came up. The medical 
literature for several years had been quite full of articles by the lead- 
ing hemotologists in the country stating that folic acid is not safe in 
their opinion as an ingredient in bia preparations. The 
armed services very recently banned it from use in multivitamin pre- 
parations to be available in the pharmacies of the armed services. 

Senator Hruska. Was that recently done? 

Dr. Mouton. Yes; it was done in approximately January of this 

ear. 

, There are memos in the Food and Drug Administration file over my 
signature pointing out to the administrative group handling this why 
we as physicians felt folic acid certainly should not be included as a 
generally recognized safe food additive when it was well known in the 
administration that I thought that I had collected almost enough data 
to take action against it as a drug, where the burden of proof is on 
the Government, whereas in the food-additive situation the burden of 
proof is upon industry. 

Senator Hruska. Now, what was the structure of this listing of 
those additives that were allowed, that you referred to a little while 
ago. You say a list was compiled, and it was then authorized as a list 
for use thereon as additives, and that list had not been submitted to 
any of the staff, you say ? 

Dr. Movuuron. Of the Bureau of Medicine. That is right; they 
had not asked for a medical opinion. 
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Senator Hruska. What do you call that list that was prepared and 
published? Is that a memorandum of the Bureau of Medicine ? 

Dr. Mounron. No. This is a list published in the Federal Register, 
in which the Food and Drug Administration specifically exempts from 
the requirements of the food additives law a list of substances. 

Senator Hruska. And it is your thought that that was an erroneous 
list, and that it was 

Dr. Moutron. There were certain ingredients in it that we in the 
Bureau of Medicine felt should not have been in it, and we were not 
asked to comment on beforehand. 

Senator Hruska. Apparently there was a difference of opinion, 
wasn’t there, scientifically and medically and so on, and you happened 
to be one opposed, and there were those who favored it. Is that a fair 
statement 4 

Dr. Moutron. No; there were no physicians on the staff who favored 
these. 

Senator Hruska. Well, I am not talking about physicians on the 
staff. After all, they are a very small number; are they not? And 
here we have the armed service, which up until January of this year 
for example, did approve—what is it—folic acid, you say ? 

Dr. Moutron. Yes. 

Senator Hruska. Folic acid. Now apparently there must have 
been a difference of opinion there, if they allowed its use up until 
that time. There must have been a difference. There probably was in 
the medical science. 

Dr. Mourron. Perhaps you miss my point. 

Under the ordinary procedures, when the Food and Drug Adminis- 
tration has to bring action against a product as false and misleading, 
misbranded, the burden of proof is on the Government. There must 
be overwhelming evidence that the product is dangerous, for example, 
if the Government is to charge danger. But under the food additives 
amendment, the burden of proof is the other way. 

Senator Hruska. What has that to do with the merit ? 

Now it is your contention that certain of these things were harmful 
and that they should be governed in a certain way. It was the con- 
tention of other scientific and medical minds they should not be. 

Dr. Movutron. Scientific and administrative minds. It was not sent 
over for medical comment. 

Senator Hruska. Can you speak for the 200,000 physicians and doc- 
tors of American, or are you speaking for the physicians and the medi- 
cal men in the Bureau of Medicine? Are you speaking for them all? 

Dr. Moutron. I am speaking for the Bureau of Medicine. I was 
speaking for the Bureau of Medicine at that time. I was using as 

ocumentary evidence to back it, statements by the official councils 
of the American Medical Association and statements by many of the 
leading experts in the field, including unsolicited letters to the Food 
and Drug Administration on the subject from physicians. 

Senator Hruska. Well, could you do this, Dr. Moulton? Could 
you give us a memo on that subject in which you will give us the list 
published in the Federal Register and pick out those things with which 
you took violent exception and which you documented. It doesn’t 
have to be too comprehensive a thing, but at least references, so we may 

inspect them, and verify them in our own minds. 

(An additional statement by Dr. Moulton may be found in part 23, 
p. 13280.) 
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Dr. Mouuron. Yes, I can do this. I should like to make one addi- 
tional comment, because this was really my last straw. =f) 

In discussing the matter of folic acid with the Commissioners’ ad- 
ministrative assistant, I was shocked to have him say : 

We just had to read Dr. Kessenick the riot act because he did not want to 
initial these food additive lists without having studied the drugs and without 


having convinced himself that they were each safe. And we told him he had to 
do it anyway. 


Senator Hruska. Now the language which you use in your letter is 
this— 


and most specifically the complete, callous, and calculated disregard by your 
assistants of medical facts and opinions with respect to the safety of lysine 
and folic acid— 

and so on. 

Now it would seem that it was a deliberate effort, from that state- 
ment, on the part of the Bureau of Medicine and also of the agency 
to go out of heir way to visit harm upon the public. Is that the im- 
pression you want to create? 

Dr. Moutron. Yes, sir. Not of the Bureau of Medicine. But—be- 
cause most of us do not wish to visit harm. I wish to create the 
impression 

Senator Hruska. So it was the agency. 

Dr. Movuuron. I wish to create the impression that there is, on the 
pee of many of the people in the Food and Drug Administration, who 
nave the power to decide policy, a deliberate attempt to pick a single 
isolated statement by one physician or one scientist, who may be and 
frequently is not well regarded, and which supports a liberal attitude 
as far as the industry point of view is concerned, and to disregard 
a vast amount of material by the leaders in the field medically, which 
takes an opposite point of view. 

Senator Hruska. It is your idea that in this list to which you refer 
to, that that was the case in each of those instances ? 

Dr. Mouuron. In the case of both lysine and folic acid, it is my 
opinion. 

"anor Hruska. And that reliance was had about the scientific 
or professional testimony of an isolated, out of context, and totally 
nonmeritorious authority for the purpose of including them on the list ; 
is that your thought? 

Dr. Moutron. On the subject of folic acid, Senator, I had my atten- 
tion called specifically to a single article as an excellent example—an 
excellent statement of the problem. The folic acid problem is that 
when folic acid is given over a period of 6 months to 3 or 4 years to a 
patient with pernicious anemia, it may mask the symptoms of anemia 
and allow permanent neurological damage to develop. A pernicious 
anemia patient taking folic acid may develop bladder paralysis, which 
may be permanent, or loss of power in the legs, loss of sense of balance, 
various other neurological disturbances, if he takes folic acid instead 
of the proper treatment. And as evidence that Food and Drug should 
take—should continue to allow a fairly liberal amount of folic acid in 
multivitamin preparations, I was told to please read an article which 
I read, which quoted experience with three patients for 8 days who 
were not Seite 
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Senator Hruska. And it is your thought that that article consti- 
tuted the sole authority on which the action was taken to include 
folic acid on that list ? 

Dr. Mouton. The major authority ; yes, sir. 

Senator Hruska. The major authority. What other authority? 
Is there any other authority that speaks out on behalf of the position 
taken by the Food and Drug Administration on folic acid? 

Dr. Moutron. There is no other authority that puts as high a tol- 
erance as that. The official statement published about a year ago by 
the American Medical Association hedges on the point, says that they 
are not sure of the proper answer. But under the food additives 
amendment, things are supposed to be generally recognized as safe 
by experts—generally recognized. But the AMA says that they are 
not sure what the answer is. But tentatively, until they have further 
data, maybe 0.25 milligrams is safe in multivitamin preparations 
prescribed by physicians. But the statement that was made by Food 
and Drug was that 0.4 was safe—a higher amount. 

Senator Hruska. Now in the concluding words of that paragraph, 
you indicated that you were convinced that no well-trained, public- 
spirited physician can in good conscience remain for long in the 

ood 7 Drug Administration under the present conditions, so you 
resigned. 

Would you want to imply by that statement, Dr. Moulton, that 
those who remained there are neither public spirited nor well trained, 
nor in good conscience ? 

Dr. Mouton. I would like to imply that most of them are not 
considering staying permanently. 

Senator Hruska. They are not there in good conscience, they are 
not public spirited, they are not well trained ? 

Dr. Mouton. I am not wishing to imply that they are not public 
spirited. 

* Genahee Keravver. Before we get off on something else, let’s get 
this clear. You will, Dr. Moulton, furnish us, for the executive in- 
formation of the committee, documentation on deaths resultin 
from—as you have said in your statement—not only on folic acid, 
or whatever else you have mentioned, but—— 

Dr. Mouton. Not deaths from folic acid, merely harm. 

Senator Kerauver. You have other drugs in mind also? 

Dr. Movutton. Yes, sir; I do. 

Senator Keravver. And you will furnish us documentation for our 
executive consideration ? 

Dr. Mouton. In some instances, I will have to furnish a refer- 
ence to the Food and Drug documentation. 

Senator Keravver. I can realize that since you are no longer in 
Food and Drug and do not have access to their files, you might have 
some difficulty in getting dates and other material. 

Dr. Mouton. A great deal of this, Senator, is not published data. 
Or at least some of it is not published data. 

Senator Kreravuver. We will ask Food and Drug to give you access 
to such information as you want or need in making up your docu- 
mentation. 
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Senator Hruska. Give us such general descriptions as you can about 
the situation. I think that will enable the staff then to request of the 
Food and Drug Administration the files and the information neces- 


sary. 

— Keravuver. In making your documentation, would it be 
helpful to you to have such information as you might want to see 
there or secure there—dates and what not—from the Food and Drug 
Administration ? 

Dr. Mouton. Yes, it would, sir. 

Senator Krravver. You let us know your needs and desires, and 
we will ask them to cooperate. I imagine that they will. 

I was going to ask also—I know that you have spent a lot of time 
and thought and given many of your hours and days to the prepara- 
tion of this statement of your recommendations. e hate to impose 
upon you further, but you will be willing to do this for us? 

Dr. Mouton. Oh, yes. 

Senator Kerauver. Very well, 

Senator Hruska. May I suggest in your memo, in your documenta- 
tion, that it is not enough to establish the fact of death and so on, but 
that you assign as a reason the failure—the reason for the death, the 
failure of the Food and Drug Administration in its solemn task of 
enforcing those sections of the law dealing with the safety and mis- 
branding of drugs, and particularly prescription drugs. So there 
should be that connecting link there—not only the fact of allegation 
of death, but also that connecting link, so that we can get at closing 
those gaps, if there are any, which we can close by law. 

Dr. Mouton. Right. I understand. 

Senator Keravver. You understand, and you can do that? 

Dr. Moutron. I think so, 

Senator Knrauver. Very well. 

Dr. King is here, and we want to get to him as soon as we can. But 
I would like to ask personally, dnd perhaps Senator Hruska would 
like to discuss more leisurely, some of the details of the legislative 
recommendations that you have made, because you have thought these 
matters through. I think that we would like to develop that, not only 
for the record, but perhaps in private discussion with you about 
some of them, so we may impose upon you in that respect again, too. 
I mention that because I am advised that Dr. King can be here only 
this afternoon; he has to leave tonight. So. I.do want to leave time 
for him to testify. If necessary, after his testimony, we can perhaps 
impose upon you to come back and talk with us again some time. 

Dr. Moutton. I will be perfectly happy to return at a later date. 

Senator Hruska. Mr. Chairman, I just want to say that I do have 
quite a number of questions. I do not know as to the time you want 
to do it. If it is suggested we do it in personal discussion, I do not 
eee that will quite do the job. I would like to have it on the 
record. 

Senator Kreravver. No, I was not talking about that. I referred to 
later discussion of some of these legislative recommendations. 

Senator Hruska. Yes, I fully agree with you on that. We can 
probably get a great deal of good on that type of discussion. 

However, I have some further questions on other aspects of the 
statement which I should like to go into on the record. 
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Senator Keravver. I doto. Iam sure weall have. We will stand 
in recess now until 2:30 p.m. 
(Whereupon, at 12:35 p.m., the committee stood in recess until 2:30 
p.m. the same day.) 
AFTERNOON SESSION 


Senator Keravver (presiding). Our next witness will be Dr, Ernest 
Q. King, from Thousand Oaks, Calif. 

Weare interrupting our further examination of Dr. Moulton because 
Dr. King has an engagement out of the city which he must keep. Dr. 
Moulton lives in this area, and can come back later on. 

Dr. King, would you come around, please ¢ 

Dr. King, what is your present position ? 


STATEMENT OF DR. ERNEST Q. KING, THOUSAND OAKS, CALIF. 


Dr. Kina. My present position is assistant director professional 
services for research; chief of research, chairman of research com- 
mittee; and also staff physician in charge of 108-bed ward at Sepulveda 
Veterans’ Administration Hospital, California. 

Senator Krravver. Will you give us, Dr. King, your professional 
education, and a brief summary of your experience / 

Dr. Kine. My professional education is bachelor of arts, University 
of Utah; master of arts in physiology, University of Illinois; doctor 
of medicine, University of Mlinois: doctor of philosophy in medicine, 
University of Chicago. 

I am certified as a specialist in internal medicine by the American 
Board of Internal Medicine, and certified as a specialist in preventive 
medicine by the American Board of Preventive Medicine. 

Tama fellow of the American College of Physicians. 

I am also a fellow of the American College of Preventive Medicine. 

I am associate clinical professor of medicine in the College of Medi- 
cal Evangelists, and formerly associate clinical professor of medicine 
at Howard University. 

Senator Keravver. You have outstanding qualifications. 

Are you licensed to practice in several States ? 

Dr. Kina. Yes. 

At the present time I am licensed in the State of Maryland and the 
State of California. I have also been licensed in the District of Co- 
lumbia, Utah, and Ilinois. 

Senator Kerauver. Tell us your duties with the Veterans’ Admin- 
istration. 

Dr. Kine. With the Veterans’ Administration, my chief duties are 
as staff pre I have two wards there—the geriatric-psychia- 
tric wards. 

I am also chief of research, in which I plan the research and direct 
most of the research at the hospital. I am also chairman of the 
research committee, and all that it involves. 

Senator Kerauver. And you were with the Food and Drug Admin- 
istration ? 

Dr. Kine. Yes. I was with the Food and Drug Administration 
from 1939 to 1957. The exact dates, I believe, are May 15, 1939, to 
June 31, 1957. 
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Senator Krerauver. About 18 years? 

Dr. Kine. Yes, sir. Four of those years I was on leave of absence 
inthe Army. 

Senator Kerauver. You were a doctor in the Army? 

Dr. Krnc. Yes. I served as a medical officer. I went to China to 
train Chinese troops in the infantry training center at Kunming under 
General Stilwell. I served there as assistant theater malariologist, in 
the China-Burma-India theater. 

I was also with the 14th Air Force. I served as chief of profes- 
sional services for the China Air Service Command. I also served as 
flight surgeon for the 28th Fighter Squadron, Chinese-American com- 
posite wing of the 14th Air Force. 

Senator Keravver. All right. 

Dr. King, you have just flown in, and so you have no prepared state- 
ment. But we have been furnished with some notes or an outline of 
the subjects you are going to cover. 

It is my understanding that you can tell us about some operations 
of the Food and Drug Administration, and perhaps some legislative 
suggestions that this subcommittee would be interested in. 

So I would appreciate it if you would go on in your own way, and 
tell = what your information 1s, and what recommendations you wish 
to make. 

Dr. Krne. When one delves into the legislative history of the Food, 
Drug, and Cosmetic Act, one will discover that probably the prime 
factor which caused Congress to enact this act of 1938 was the Elixir 
Sulfanilamide tragedy. 

At that time there were no requirements if a person wanted to place 
a new drug on the market. 

Now, it so happened that there was a drug called sulfanilamide, but 
it was difficult to place it in solution. A concern without any testing 
tried various solvents, and finally, used diethylene glycol, which is a 
close relative of a permanent antifreeze. 

Using this as a solvent, the sulfanilamide went into solution, this 
was distributed throughout the United States. 

Now, the Food and Drug Administration had no knowledge of this 
until suddenly there was an epidemic of deaths throughout the coun- 
try. It placed its investigators on the problem, and they found that 
there was one single common denominator, which was this Elixir 
Sulfanilamide. 

There were over 100 deaths. The only way that the Food and Drug 
Administration could take action on this preparation was on a mis- 
branding charge, inasmuch as an elixir is supposed to be an alcoholic 
solution, and this was not. 

As a result, Congress passed a new act in which there was a new 
drug section of the law. 

Now, this is defined under paragraph 201(p). 

Do you wish a definition of that ? 

Senator Keravver. You refer to 201(p) of the —— 

Dr. Kine. Federal Food, Drug and Cosmetic Act. 

Senator Keravuver. Just enough to identify it. 

Dr. Kina. I won’t define it. 
~ And then under the paragraph 505 of the act were the requirements 
for placing the new drug on the market. It provided under section 
505 ) for the distribution of drugs for investigational use only. 
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Under this section of the act, it gave the requirements necessary 
to place a new drug on the market. Among other things full reports 
of all investigations which were made to determine the safety of the 
drug were required. This included the pharmacological, and the 
clinical studies. Among the other requirements were those about 
iia - drug contained, the methods of manufacture, controls, and 
so forth, 

We have used this process for reviewing new drugs ever since the 
law was enacted. 

When I first went with the Food and Drug Administration, on 
May 15, 1939, I was originally attached to the New Drug Section, and 
I made various studies of different ones. 

I recall one drug in which we found by directly questioning in- 
vestigators that there was considerable peripheral neuritis associated 
with it, and turned the new drug application down, even though with 
the original data we just had certain ss on it. 

Later I started clinical investigations for the Food and Drug Ad- 
ministration on certain regulatory problems. 

About that time World War i started, and there was some question 
by the Air Surgeon’s Office as to the safety of Atabrine made in the 
United States. I conducted a study on this in which I compared 
Atabrine of American, German, and British manufacture. This 
study was conducted at the Lorton Reformatory. These results were 
reported to the National Research Council, in which it was shown 
that toxicity was due to Atabrine itself, and not whether it was manu- 
factured in the United States, Germany, or in England. 

After completing this study, I went on active duty, on this special 
assignment to China 

Senator Kerauver. For the record, tell what Atabrine is. 

Dr. Kina. Atabrine is a synthetic drug which was discovered, I 
believe, in Germany as being effective in the treatment of malaria. 

Now, the reason this was so important during World War II was 
because our quinine supplies were cut off because most of it came from 
the Dutch East Indies and from the Philippines. So it was especially 
important that we have Atabrine. 

fter I left the United States, I believe it took the National In- 
stitutes of Health and the others who were working on it almost 2 
years to come to the same conclusion that we at the Food and Drug 
Administration had reported. 

In China I was in charge of malaria control for all China, includ- 
ing the Chinese troops as well as the American troops. 

The strange thing is I had Atabrine for the Chinese troops, but I 
didn’t have it for the American troops. And when the order came to 
use Atabrine on American troops, we had to get American Atabrine 
from the Chinese troops. Of course, the reason I was using it on the 
Chinese troops was based on my earlier knowledge and the study. 

What I wish to point out was that not one single word of credit 
was given to the Food and Drug Administration work. All credit 
was given to the NIH and other investigators. 

I returned from active duty to the Food and Drug Administration 
about April 1, 1946, because they needed additional medical officers, 
and I assumed the position as Chief of the New Drug Section. At 
that time I handled the whole New Drug Section all by myself. 








12056 


ADMINISTERED PRICES 


This was a terrific responsibility. However, I worked real hard on 
it. I remember working on it very early hours and right straight 
through the day. One day my Chief asked me if I would mind if 
someone else took the job. 

Personally, I told him I didn’t care, because I was almost going to 
ask him to get someone else because I felt I was working myself up to 
a coronary. 

We used this job title, “Chief of the New Drug Section” to entice 
other doctors to come in, and we received some very good one. [ 
stayed on in the New Drug Branch. 

Later on, I went over as medical officer in the Antibiotic Division, 
but at the same time continued helping with the New Drug Section, 

Later, I returned full time to the New Drug Section when the need 
was created because the Chief of the New Drug Section was made 
Medical Director. 

I stayed there until they could entice someone else to come in to 
do the “Chief of the New Drug” job. I stayed around to train him, 
and continued in the New Drug Section. 

I feel that many of the procedures which are in the new drug 
applications, and the manner they have been handled, were set up by 
me, and I have been told by others who later came into the New Drug 
Section, that when certain problems arose, oftentimes the best way 
was to look up some of the old new drug applications to see how I 
handled them. 

Handling new drugs is an especially difficult problem because I 
realized that you have the lives of many people within your own 
hands. I always tried to do my best, and, of course, it is a most 
difficult problem to decide when to release one and when not to, 

I will take, for example, one drug like Isoniazid. Isoniazid is 
used in the treatment of tuberculosis, and when it first was presented 
to this country, it came out in big headlines in the New York news- 
papers. Of course, every person “who had tuberculosis was anxious 
to be placed under treatment. 

Actually, at that time we did not have adequate information for us 
to act on a new drug application. Although it appeared very good, 
oftentimes things that appear good originally, after they have been 
worked on for a number of months, are not so good. 

I think this was one time when the drug industry, after spending 
millions of dollars in research, found that because of the way we 
handled the new drugs, the other countries in the world were able to 
supply it earlier and actually, I think even today, practically all the 
Isoniazid which is used in this country comes from abroad. 

Senator Hruska. How did that happen and why, Doctor ? 

Dr. Kine. The reason was in other countries they do not have 
the new drug requirements that we do in the United States. 

For example, it took a period of 5 months to accumulate the data 
on which to release the drug for prescription use in the United States. 

Senator Hruska. That is, it took that period of time in which to 
satisfy the Food and Drug that it was safe to release and have avail- 
able for consumption ? 

Dr. Kine. Yes; that is right. 

Senator Hruska. And they are not under those compulsions or 
restrictions abroad ? 
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Dr. Kine. They are not under these restrictions in any other country, 
as far as I know. 

Possibly Canada has some restrictions. But, in general, I think 
that most of the Isoniazid is manufactured in Italy. They flooded 
the world markets. In the United States—there were two outstanding 
companies. It is strange that both of them were working on the 
same thing at the same time, and neither one knew about it until they 
were talking with one of the experts in tuberculosis in New York City. 
He put two and two together, figured they were both working on the 
same thing. 

Now, I want to call to your attention the reason they were able to 
discover that Isoniazid was an effective drug. First, you develop a 
method for screening a drug. 

In this case, they found they could give certain species of mice 
tuberculosis. And then they would give them various compounds. 
Where ordinarily 9 out of 20 animals would die when they received 
Isonicotinic acid, which was the name before it was given the name 
“Tsoniazid”—they practically all survived. 

Then after going through the animal stage and doing their acute and 
chronic pharmacology, they went into the clinical investigation and 
the results were almost miraculous. 

So the treatment of tuberculosis was revolutionized, because prior 
to that time the only drug we had was streptomycin, and today iso- 
niazid combined with streptomycin is practically the standard treat- 
ment of tuberculosis. 

Senator Hruska. And is production even today in foreign hands, 
foreign companies, rather than domestic ? 

Dr. Krna. I believe that practically all isoniazid which is used in the 
United States comes from outside of the country. This demonstrates 
one of the fields in which industry has done a very fine job. 

In handling new drug applications—I developed a code which I 
always used when I had a difficult problem to ahve. This code was, 
if anyone in my family had a certain serious disease, would I want 
= specific drug available for the treatment of that member of my 

amily. 

If I came to this conclusion that I did, then, I felt that I should 
consider the release of the drug. 

I was very strict in my dealings with new drug applications, and 
I recall that oftentimes persons would say, “Why do you want this 
test,” and “Why do you want that test ?” 

And I said, “Well, you know, these new drug applications are on 
file, and they are just like a chapter of your life. And anybody who 
wants to look at them can know”—everybody can’t look at them— 
but I said, “If there is ever a Senate investigation committee, every- 
thing is right there in the book.” And I stuck to this principle, and 
I am willing to back up every new drug application that I released. 

I want to mention that there has been no time that I have been 
forced or even anyone has attempted to make me sign my name when 
I didn’t want to I felt if I had that explanation, I could use that 
before any investigating committee, and I felt that it really was a 
sound one, because I was quite certain, when you get to Congress, that 
they feel their families are just as valuable to them as I feel that my 
family is to me. 
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Senator Hrusxa. Doctor, could you explain to us a little bit about 
the mechanical process? sit 

How did an application for a new drug come to pr Was it in 
the form of a paper? Was it in the form of samples? Just what 
wasit? And what did you do about it? 

Dr. Kine. Well, say we take Isoniazid again. It gives a good 
example. 

It was sent to me in duplicate copies. And these would have all 
the reports of investigations which the company could bring together. 

This would include their pharmacology on various species of ani- 
mals. It would include acute toxicity, in which it would determine 
how much of the drug was necessary to kill so many mice or rats or 
whatever species they were using. 

Then they would have chronic toxicity, in which the drug was used 
over a prolonged period of time Then, of course, we had the clinical 
studies and those reported individually for each patient by each 
investigator. : 

Ordinarily, these were signed by the investigator. 

Now, of course, you can accumulate many reports and things 
appear very good. But what I always did when I had a difficult 
problem was I would visit the investigator himself. 

Senator Hruska. You wouldn’t have him come in to see you? 

Dr. Kine. No; I would go out. In those days, the airlines would 
allow you to stop over wherever you want and not charge addi- 
tional fares. So you could travel from one point to another, and 
sometimes I would make as many as three cities in 1 day. 

Mr. Drxon Do you know whether that condition in the Food and 
Drug Administration has changed ? 

Dr. Kxine. I don’t know whether that condition has changed, but 
I can tell you that the airline fares have changed. 

Mr. Dixon. I am talking about what you just said to Senator 
Hruska. You said you went out yourself. Does that mean that if 
you wanted to stop where there was real authority to talk this prob- 
lem over with, you would do that? 

Dr. Krne. I would do that. In fact, it was strange, and it is the 
reason why I dared to go to work in the Veterans’ Administration 
after being out of practice for so long a time, because, say that you 
had a problem in which it involved allergy I would travel from one 
end of the country to another and by the time I came back, I had 
talked to most of the leading experts, and probably knew in many 
respects more than they did themselves, because I could put every- 
thing together. 

Now, the same thing applied to hypertension. And it really put a 
person in an ideal situation for evaluation. 

Mr. Dixon. Don’t you think that not only was it desirable, but it 
should have been encouraged that you do it ¢ 

Dr. Kina. Certainly. I have never known that anyone discouraged 
it in the Food and Drug Administration. I mean whenever I asked 
for the funds to go, I don’t recall any time that I was turned down, 
even though the funds for the Food and Drug Administration only 


amounted to $5 or $6 million a year. At that time it was extremely 
low. 








ius i be ee ae Te 


ADMINISTERED PRICES 12059 


Senator Hruska. When you got through interviewing the investi- 
gators, what did you do? 

Dr. Kine. Then I would return, and I knew the adverse reactions, 
the good reactions, the therapeutic results, and I would put a brochure 
together which I thought was suitable. Sometimes, for example, I 
had certain leading experts that I could rely on, investigating certain 
drugs, and I would go to them and ask them whether they agreed 
with it. And if they agreed with it, I told the company this is what 
I wanted, and I don’t know of any real occasion that they disagreed. 
And after all of these problems were settled, I would make the appli- 
cation effective. 

Mr. Dixon. You were the Chief at that time ? 

Dr. Kine. No; I was not the Chief. 

Mr. Dixon. You were Acting Chief? 

Dr. Kine. No; I was not the Acting Chief. 

Mr. Dixon. Did you have to have anyone’s permission to do that ? 

Mr. Kine. No; I didn’t have to have anyone’s permission to do that. 

Mr. Dixon. Who was the chief at that time? 

Dr. Kine. Oh, I have had a lot of chiefs. I trained them. 

Mr. Dixon. And if you wanted to go out, you just requested travel 
and left ? 

Dr. Kine. Well, of course I usually told them. I mean I didn’t go 
off and leave them holding the bag—except for the very last applica- 
tion—at that time I had a very difficult application, and I thought 
this was a good time to leave them and let them work it out, and I 
would go to the Veterans’ Administration. They told me I had to 
settle the problem before I left. 

Mr. Drxon. I cannot comprehend even the smartest doctor alive 
who would have all the knowledge you would have to have to pass on 
someone’s application. 

Dr. Kine. No. It has been my experience it is important to use 
consultants. The American College of Physicians, as I recall our 
oath there is that we never hesitate to bring in somebody that knows 
more than we do when we need it. And I think that in this manner, 
we are able to save a lot of lives—because when you get two heads 
working on the same problem, you come up with a lot of solutions. 

Mr. Dixon. How did you do all of this within the 60-day period ? 

Dr. Kine. Well, I didn’t always do it within the 60-day period. 
Of course, I do not know whether I did all of this legally or not. 
Actually I ran many things. And later on the General Counsel kind 
of questioned my tactics. But if an application is incomplete, then 
I would tell them it is incomplete and has not been filed. 

Mr. Dixon. Time doesn’t start running until it is complete. 

Dr. Kina. Of course, when time starts running you know that you 
really have to hurry. If you get to 60 days, and you are not able to 
arrive at a conclusion, then you tell them that it was extended, and 
then you try to get the information within 180 days. 

Mr. Drxon. So your procedure was to say it was not complete ? 

Dr. Kina. Well. there was another angle, too, which sometimes 
had complaints. I never tried to delay an application. I tried to do 
it as promptly as possible. But there was another statement which 
if the company ever filed anything new, then the time starts all over 
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again. Of course, as a result sometimes they told me that they were 
not going to send in anything more if I started the time running 
again. Well, of course, it just depended 

Senator Keravver. For the record, tell us what this 60-day provi- 
sion is. It must be acted upon 60 days from the time it is filed? 

Dr. Kina. Sixty daye-this was ee by Congress primarily 
because if there was not a time period in Government, it might be put 
on somebody’s desk and might stay there for a prolonged period of 
time, and as a result it might stretch over months and even years. 
But this way we had a 60-day period, and we had to work real fast. 

Senator Kerauver. That is in the law of 1938, I believe? 

Dr. Kina. I believe it is. 

Senator Krravuver. All right. 

Mr. Drxon. Isn’t it one sided in effect—it says if it is not ap- 
proved. 

Mr. Kine. It becomes effective automatically. And so we have to 
keep a very good ticker system, so an application does not become 
automatically effective. 

Senator Hruska. Well, now, Doctor, after visiting with these clin- 
ical investigators, and so on, did you find it necessary sometimes to 
require the applicant to run additional tests, so that you would be 
satisfied with regard to one phase or another of the application ? 

Dr. Kina. Yes; there were those times. 

Senator Hruska. And with whom did you talk when those times 
occurred ? 

Dr. Kina. Well, I usually talked to the one who submitted the appli- 
cation. The way I work—of course, I used the telephone. Oftentimes 
I would call them collect, because I felt it was necessary and was not 
for the advantage of the Government to get the additional data. 

I felt this way: If you have a very valuable drug, and you delay 
the time for releasing it, you may kill just as many persons as otherwise. 

Senator Hruska. When you said you called them, who did you 
call? 

Dr. Kine. Well, it just depends—— 

Senator Hruska. Would it be representatives of the applicant 
company ? 

Dr. Kine. Representatives of the applicant companies—usually 
the one who submitted the new drug application. 

Senator Hruska. Would they call on you sometimes ? 

Dr. Kine. Yes, they would call on me sometimes. But as a whole, 
not too often. When the new drug section was originally developed, 
one of the things which had been brought up was that the Food and 
Drug Administration could become so bureaucratic that it could in- 
terfere with the development of any new drug, because every drug 
has some toxicity, and safety is a relative thing. There is what is 
called therapeutic index, in which you compare the toxicity against 
the efficacy, and also whether you can write adequate directions for 
its safe use. 

Of course, I have heard it said that with some of these directions 
that I have written, that by the time they read all the directions and 
ayer nobody would use it. But if you get into a serious con- 

ition which you have to weigh life against death, you could see 
the reason for using the drug. 
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Senator Hruska. Now, Doctor, when these representatives who 
would be called by you, or when they would call on you, did you 
object. to it, did you think it was something objectionable, or was 
it in order ? 

Dr. Kine. No, I did not, personally—I did not think it was ob- 
jectionable. I was of the opinion that the pharmaceutical industry 
presented to us the greatest advances in medicine during the past 
20 years. When one realizes, first, pneumonia, which was the “cap- 
tain of death,” is no longer, Syphilis is treated very effectively 
now. ‘Tuberculosis has also been treated very effectively, and does 
not have the dangers that it used to have. If you had seen all 
those different conditions and tried to treat pneumonia without these 
drugs, and tried to treat syphilis, and tried to treat tuberculosis, and 
seen the horrible deaths—acute appendicitis which ruptures, you 
would go into the operating room and you might as well say that the 
patient was going to die. All of those things now have become 
negligible, 

Senator Hruska. And the Food and Drug Administration has 
had some part in that, has it ? 

Dr. Kine. I felt that Food and Drug Administration had a great 
part in it. And I feel that what I have contributed in there prob- 
ably is my contribution to mankind. 

Senator Hruska. There are some things, then, that the Food and 
Drug Administration does right, and that are wholesome and good 
and progressive ; aren’t there ? 

Dr. Kine. Well, I feel—I have served in three different U.S. Gov- 
ernment agencies. And I would say that the Food and Drug Ad- 
ministration really has the best morale and really works for their 
country just as hard or harder than any other group. And I think 
that they have public welfare at their heart, or otherwise they would 
not be there. 

I know, for example, that most of us could go out and get jobs which 
would have paid us a lot more, and many persons have asked me: 
“Why do you stay with the Food and Drug?” I have talked to Mr. 
Larrick, and, of course, he said, “Well, when Ernie wants to leave, 
he will leave.” But he was sure that I liked what the Food and Drug 
Administration stood for, and that is the reason Mr. Larrick and the 
inspectors and the doctors and all are really there, the ones who are 
really making a career out of it. 

I know of only one instance in which I think that any person has 
been there for his own advantage. That one I personally felt was 
just trying to get out of the draft because on two occasions he joined 
and stayed just long enough to avoid military duty. 

Senator Hruska. Now, Doctor, you were with the Food and Drug 
Administration for about 18 years. 

Dr. Kine. Yes, I was. 

Senator Hruska. Approximately 18 years. You left in 1957. 

Dr. Kine. Yes, I did. 

Senator Hruska. What was your capacity at that time, when you 
left ? 

Dr. Kina. I was Associate Medical Director. 
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Senator Hruska. Now during all that time, and as a result of that 
experience, did you form any ideas as to whether Food and Drug 
Administration was in the business to serve the industry or to serve 
the consumer or the public welfare? 

Dr. Kina. It was in there to serve the public welfare. 

Senator Hruska. And they did that in a variety of ways, did they 
not # 

Dr. Kine. Yes, they did. I can honestly say that all that I saw 
there were thinking of the public welfare all of the time. I cannot 
say that for all the other agencies. But as a whole, I find that Gov- 
ernment employees are much more conscientious than they are given 
credit for. 

Mr. Drxon. You left in 1957. Why did you leave? 

Dr. Kina. I left in 1957 because—well, I come from the West and 
naturally I wanted to go west. My wife one day said she did not 
think that we could wait until I retired to return west, and I agreed 
with her. And so that was the prime reason that I left the Food and 
Drug Administration. 

Senator Hruska. Doctor, this morning we had testimony which 
went along like this: 

I believe also that hundreds of people, not merely in this country, suffer 
daily and many die because the Food and Drug Administration has failed utterly 
in its solemn task of enforcing those sections of the law dealing with the safety 
and misbranding of drugs, particularly prescription drugs. 

What would you think of a statement like that ? 

Dr. Kina. I could not agree with that. I think that Food and 
Drug—I mean anybody can make errors. But I do not think that 
that would be allowed by anyone in Food and Drug. 

Mr. Dixon. You are talking about the Food and Drug Administra- 
tion up to the time you left. That is in your knowledge, isn’t it? 

Dr. Kine. Yes. I am talking up to June 31, 1957. But on the 
other hand, I know quite a few of tlie personnel who are there, and I 
do not see why they should change their attitudes since then, unless 
it is because I left. And I do not think that is why. 

Mr. Dixon. Who was the head of the Bureau of Medicine when 
you left? 

Mr. Kine. Dr. Holland had the Medical Bureau. 

Mr. Drxon. He left about that time? 

Dr. Kine. No. He left later. I do not recall the exact date, be- 
cause I was not back there. 

Mr. Drxon. Has he been succeeded by——— 

Dr. Kine. Dr. Kessenich. He is another one that I helped train. 

Mr. Dixon. What you suggest should be done to build up the Bu- 
reau of Medicine? 

Dr. Kine. In order to build up the Bureau of Medicine, it requires 
the development of a position in which doctors are not to sit at 
desks all of the time. My personal feeling is that they should 
get outstanding specialists to handle each field, and at the same time 
that they could. use probably about 50 percent of their time on the 
clinical wards. 

You see, what happens is that if you get into a job say in the Drug 
and Device Section, and you are handling just these legal cases, very 
soon you are in a position that you cannot do anything else. And 








it 


oi 


ADMINISTERED PRICES 12063 


then, of course, you may consider you have wasted your education. 

Mr. Drxon. Doctor, you have unusual qualifications. Speaking as 
just an attorney—viewing your qualifications when you went with 
the Food and Ding Administration—I have been led to believe that 
the heart and center of it is this New Drug Branch. Did everyone 
else in that Branch have your qualifications? 

Dr. Kine. Well, it would be pretty hard to get all my qualifications. 
But on the other hand, I think Dr. Smith does, who is the Chief 
at this time. And at other times, they had others who had both 
M.D.’s and Ph. D’s. 

Mr. Drxon. You spoke just a moment ago about the need to obtain 
specialists to handle these new drug applications. To your knowl- 
edge, are such specialists there now to handle them? 

r. Kine. I have not kept abreast with the New Drug Branch 
since I left, so I could not say either one way or the other. i do know 
that—I am quite sure that the present Chief is getting the best men 
that he possibly can at the salary given. 

Mr. Dixon. How many doctors did you have in the New Drug 
Branch when you were there? 

Dr. Kina. I am not sure exactly, but I think we may have had 
three, may have had four. 

Mr. Drxon. You may have had four? 

Dr. Krna. We may have. 

Mr. Drxon. We have heard that the number of new drug applica- 
tions was in the hundreds. 

Dr. Kina. Yes, it is. 

Mr. Desi. How could four men handle that many applications in 
a year? 

TAt this point, Senator Hruska left the hearing room.) 

Dr. Kine. Many of these are not applications which you could 
call real new. Now as far as real new drugs coming out, I do not 
think that there are more than about 10 that really require intensive 


study. 

Mr. Drxon. I can understand why you came in to work at 3 o’clock 
inthe morning. Did everybody else work at 3 o’clock in the morning? 
Dr. Kine. No. Icansay Dr. Smith works the other way. He wor 

all night. 

Mr. Dixon. He works all night, and you came early ? 

Dr. Kina. Yes, sir. 

Senator Keravuver. All right, Doctor, you proceed with your state- 
ment. 

Dr. Kine. I personally feel that competition is the real life of the 
development Of new drugs by the pharmaceutical industry. But it 
always does not pay off. Two examples of these are Isoniazid and 
the second is Dextran. 

Dextran is a plasma volume expander, a preparation which is used 
intravenously for the treatment of shock. This drug was especially 
important during the Korean warfare. 

t the request of the National Research Council, one company did 
a tremendous amount of research on it, and developed it to the state 
in which it was safe, and then when the contracts were given their 
price was a little higher than the other, and so they did not receive 
many contracts, even though they did most of the research. 
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We have had many other drugs, such as Cortisone, ACTH, which 
have been remarkable. I have done considerable work on Chlorpro- 
pamide with outstanding success, and without any serious adverse 
effects. 

Now as I recall in all these new drug applications I know of only 
one that may have released 

Mr. Drxon. Doctor, with respect to Chlorpropamide, hasn’t that 
been through the use of diet ? 

Dr. Kine. All the treatments for diabetes have to have a controlled 
diet. It doesn’t matter what you use, you have to have a controlled 
diet. ‘That applies whether you have insulin, you use Tolbutamide, or 
Chlorpropamide. 

Mr. Dixon. So you have been in position to control your patient’s 
diet? 

Dr. Kine. Yes. And actually that is necessary for the treatment 
of any diabetic patient. antualio, in many cases you can treat dia- 
betes by just controlling the diet alone. In others you have to give 
one the all antidiabetic drugs or insulin. 

Senator Kerauver. All right, let’s continue on. 

You referred above to “serious violations of section 505.” 

Dr. Kine. Serious violations of section 505(1) pertains to drugs 
for investigational use. 

Now the one that I was pointing to was in the case of a company 
using that section of the act for obtaining bids in the State of Penn- 
sylvania without a new drug application. And they were distributing 
it under the investigational label. Personally, I feel that the intent 
of Congress, when it allowed investigational use, was primarily so 
that experts could use the drug to obtain reports of investigations to 
submit to the Food and Drug Administration. But in this case, it 
was primarily to bid on a drug. 

Senator Keravver. What do you mean by “bid” on it? 

Dr. Kine. Well, they were sellittg it without having an effective 
new drug application. 

Senator Kerauver. You mean they had it out for investigation, but 
they were selling it at the same time ? 

Dr. Kine. Yes. Well, I do not object of their selling it. But when 
the prime purpose was not to get reports of investigations, but just 
to get contracts for it, then I thought that it was an abuse of section 
505 (i). 

ae Keravver. Do you want to tell us what drug that was, and 
how frequently this kind of thing happens ? 

Dr. Kine. The exact name of the drug I cannot recall; but I can 
recall the company. That was the Panray Co. 

Senator Krrauver. Do you remember the drug, or what drug it was? 

Dr. Kine. I cannot recall the name of the drug, the exact name of 
the drug at this time, but if I had the books I could dig it up. 

Senator Keravuver. That is all right. Then let’s go on to the rest 
of your statement. You have here in your outline the effect of Con- 
gress on FDA during 1946 to 1957. 

Dr. Kine. Well, 1 want to call to your attention one case which I 
talked with Comissioner Crawford about when he was alive, in which 
the appropriations for the Food and Drug Administration were cut, 
really cut, primarily because the Food and Drug Administration prose- 
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cuted one of the constituents of a Congressman. As a result, Com- 
missioner Crawford had to let some of his personnel go. He felt 
that he really had let them down. I know that his wife talked to me 
and she told me how it affected him, and I think that this was one of 
the reasons he retired at the time. But he felt that here he had 
worked so hard to build up the Food and Drug Administration, and 
then he had let them down in the end. 

Mr. Dixon. After this cut by Congress took place, was there a change 
of heart with respect to industry? Was there any new feeling that 
you had to cooperate more with industry ? 

Dr. Kine. No, I do not think that there was any significant change 
of heart as far as I was concerned. Mr. Crawford told me, he said 
under the circumstances he felt that he could not hold his head high 
if he had to succumb to something of this nature. 

Senator Kerauver. When was this big cut you are talking about in 
the budget? I think they have always had too little money. 

Dr. Kina. Well, I cannot recall the exact year. I would have to go 
back to the exact time. Let’s see. 1 don’t know whether it was around 
1954 or 1955. 

Senator Keravver. All right. 

We are looking at a list of the various appropriations. There seems 
to have been some reduction of $400,000 from 1953 to 1954, and $100,- 
000 from 1954 to 1955. Then it has been going up, ever since that 
time. But you do not know the exact year. 

Your next note here is explanation why FDA has difficulty in main- 
taining an effective medical staff. Only.three M.D.’s have been there 
a ge six Chiefs of Medicine in 20 years. Have you discussed that? 

Jr. Kina. One of the reasons is'that on the outside—I mean prac- 
tically any field that a doctor wants to go into he can earn a salary 
with which he can take care of his family better than he can with the 
Food and Drug Administration. Of course, I felt that one of the 
difficulties is that, just like with Congress, when they were on such 
a low salary, I could not see how anyone could afford to be a Con- 
gressman. 

Senator Kerauver. We appreciate that plug. 

Dr. Kine. Well, the same thing applies to your M.D.’s who have 
spent quite a bit of time getting their education, and so I think that 
some of our Medical Directors have gone with the American Medical 
Association, some have gone out into industry, and other fields. 

Senator Kerauver. Is it true that there have been only three M.D.’s 
on the medical staff for 20 years, and that there have been six Chiefs 
or Medical Directors in 20 years? 

Dr. Krna.: As far.as I can figure out, there are only three M.D.’s. 
At the time I worked on this outline, I could only recall three. Right 
now I cannot even figure out-the three. 

Senator Kerauver. You apparently had two listed at first, and then 
you struck it out and made it three. 

Dr. Kine. Well, I probably thought up one more. But actually 
I cannot—oh yes, I know. There are three. Thev also have a medi- 
eal officer in San Francisco who has been with the Food and Drug 
Administration for 20 years. But they had six Chiefs. And that is 
one of the difficulties. They no sooner get things in fairly good con- 
dition with one, than they have a change, and you might have to get 
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used to the second, because each one might have a different method of 
attack. 


Senator Keravver. Is there a rapid turnover of positions in the 
new Drug Branch? 

Dr. Ktna. Well, I think that there has been a fairly rapid turnover, 
though I do not know all the personnel who have been in the new 
Drug Branch. You probably have more information on that than 

do. 

Senator Kerauver. Where do the Chiefs of the Medical Branch 
usually come from—universities, private practice, medical schools? 

Dr. Krna. I think we have had three from medical schools, one 
formerly with industry. 

Senator Keravuver. If you cannot remember, that’s all right. 

When they leave, where do they go to? Do they go to private 
practice, universities, industry ? 

Dr. Kine. Well, I think two or three have gone with the AMA, 
some have gone out into industry. The AMA is one of the ones that 
find that Food and Drug training is quite good for them. And then 
some have gone to industry. I think those two sources take most of 
our Medical Directors. 

Senator Keravuver. By industry, you mean with pharmaceutical 
manufacturers? 

Dr. Kina. Yes, with the pharmaceutical industry. 

Senator Kerauver. Who are some who have gone to industry ? 

Dr. Kriya. Dr. Herwick. 

Senator Krerauver. Where did he go? 

Dr. Kina. I think American Home. 

Senator Keravver. Dr. Holland? 

Dr. Kina. He first went out in the advertising, and I think he may 
have gone to American Home. Stormont went to the AMA. Dr. 
Klump went tothe AMA. And then when the Government took over 
eae alien companies at the Government’s request, he went with Win- 
throp. 

Peaster Keravver. Sterling? 

Dr. Krne. Pardon? 

Senator Keravver. Is that a subsidiary of Sterling that you were 
talking about? 

Dr. Kine. Yes; it is. 

P Senator Keravver. All right, sir. Next you have some recommen- 
ations. 

Mr. Croumerts. Before you get to that, Doctor, let me ask you this: 
Do vou feel that while you were with the Food and Drug as Associate 
Medical Director that you were ever brainwashed by the drug 
industry ? 

Dr. Ktna. No; I was never brainwashed. 

Mr. Cuumprts. This morning the statement was made to the effect 
that physicians are being brainwashed constantly by the drug in- 
dustry. Do you feel that the doctors who worked under you at the 
Food and Drug Administration were being brainwashed by the drug 
industry ? 

Dr. Kina. I didn’t think that they were being brainwashed. Of 
course, the wav T consider brainwashing is one of the communistic 
tactics. But I didn’t think they were brainwashed. 
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Mr. Cuumpris. As you stated earlier, they were dedicated people 
in the service of the Food and Drug Administration for the public; 
is that correct ? 

Dr. Kina. That is correct, sir. 

Mr. Dixon. Doctor, were you ever informed that you were expected 
to cooperate with industry ? 

ag see No one ever told me that I was expected to. 

Mr. Dixon. Did you regularly eat with them at noon ? 

Dr. Kina. I did not regularly eat with them at noon. I will say 
that there were occasions that I did. But ordinarily, when I did, it was 
primarily because I conducted business at the same time. 

Mr. Dixon. You talked over problems and what not ? 

Dr. Kina. Yes. I mean we probably worked out a lot of solutions 
at the time. 

Mr. Dixon. You were a medical doctor and had these new-drug 
applications before you. Did you find you were talking to doctors 
or to lawyers or to public relations people? Whom did you deal with 
when you met these people ? 

Dr. Kine. Well—— 

Mr. Drxon. I am talking about in Washington now, in your office. 
Who called on you? Did they send the medical people down there, 
or did they send lawyers down there to tell you how to practice 
medicine ? 

Dr. Kina. Well, the last one that they would send to me was a 
lawyer, because ordinarily, when they sent a lawyer, then I would 
figure that they were trying to put something over on me, and then 
I would get tougher. And so I think the industry found out about 
the last one to send down was a lawyer. The idea was oftentimes to 
find out just what I wanted. I would tell them. They would trans- 
mit it back to their companies. 

Mr. Dixon. A few minutes ago, Doctor, you said you believed in 
competition. 

Dr. Kine. Yes; I did. 

Mr. Dixon. It is my understanding that when a new-drug applica- 
tion has been issued, no one else can manufacture that drug without 
permission of that company. Do you understand that? 

Dr. Kina. No, that is not true. 

Mr. Dixon. Unless you 

Dr. Kine. What I say is that the other company has to go out and 
get an effective new drug application. 

Mr. Dixon. That is the same thing. In other words, they would 
have to duplicate the same effort, the same clinical tests, and pass you 

again? 

Dr. Kina. Oftentimes they would just get it out of the literature 
and send it in. Of course, if I went in the pharmaceutical business 
and wanted to make the most money, I would let the other person 
do all the work and then tag along behind. 

Mr. Drxon. Let me ask you this question: Under the 60-day 
period, you had the right to approve, but you did not have the right 
to finally disapprove, did you? 

Dr. Kine. Ordinarily we did not just approve in 60 days. It 
usually would take longer. 
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Senator Kerauver. Doctor, let’s get on to your recommendations 
here: 

Dr. Kina. Well, I feel that advertising and labeling, that is for all 
drugs, should be placed under the same law, because that would help 
the Food and Drug Administration in accomplishing their duties. 

I think we should create a strong 

Senator Krerauver. Let’s follow that a little closer. Do you mean 
in regard to the Federal Trade Commission acting on advertising of 
drugs, that there is lost motion and lack of coordination ? 

Dr. Kine. Well, there is considerable lack of motion. For exam- 
ple, if the act was enacted as originally developed instead of splitting 
it between the Food, Drug, and Cosmetic Act, and the Lee-Wheeler 
Act, in that way Food and Drug combine the advertising and labeling 
and could prosecute using all material without trying to link it up by 
other means. That applies not only 

Mr. Drxon. On that point right there, Doctor the new-drug applica- 
tion, theoretically under the law isn’t it true that you have the respon- 
sibility to approve the brochure and everything that theoretically 
went with that package? Isn’t that true? 

Dr. Kina. I actually—the only thing that I knew of originally was 
the brochure. 

Mr. Dixon. A court decision has said that material as far as 18 
months away are within the labeling and the concept of accompanying 
literature. Now I want to ask you if at any time in these 18 months 
you ever approved anything other than that brochure ? 

Dr. Kina. I do not know exactly when that 18 months statement 
came in. 

Mr. Drxon. The decision came in 1948. That is in the case of Hor- 
del v. the United States, with Mr. Goodrich as counsel, and the cita- 
tion is volume 335, United States Reports. The decision held that 
anything even 18 months away from the original package was within 
the concept of accompanying material. 

Now, I want to ask you whether 

Dr. Kine. What year was that? 

Mr. Drxon. That is 1948. 

Dr. Kine. 1948. 

Mr. Dixon. Yes,sir. It has not been reversed yet. 

Dr. Kine. Well, I had not been advised of it. 

Mr. Drxon. My point is this: Within this limited period of time, 
when you were processing this application, isn’t it true that the 
brochure was as far as you got ? 

Dr. Kine. Well, it was the brochure. 

Mr. Dixon. It was? And you never went beyond that? 

Dr. Kina. Didn’t have the time. 

Mr. Drxon. That’s right. 

Dr. Kine. Didn’t have the personnel. 

Mr. Drxon. Don’t you think it should be reviewed ? 

eee I think it would be very good to review everything 
myself. 

Mr. Drxon. You talk about vesting this authority all in one agency. 
This court says it is vested in one agency. 

Dr. Kina. Well, I am glad to hear it. 
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Mr. Dixon. The problem before us is why something has not been 
done about the advertising. 

Dr. Kine. Well, as far as I am concerned, it is a case of the General 
Counsel not telling us. I mean, of course, you know how things go. 
Here we are in the New Drug Section, and we are doing the most 
we can, getting there at 3 or 4 in the morning and putting out all you 
can, and doing the best youcan. And my feeling was if anybody did 
not like it, they could have the job. 

Mr. Dixon. My point is that everything was satisfactory when you 
were there, and you are saying you did the best you could. And I 
sympathize with you. I think you did a marvelous job with three or 
four doctors. But we now have had several products and several 
classifications before us where we see a marked difference between 
the brochure and the advertising which goes to the doctor to sell this 
product. 

Dr. Kine. Well, of course, my personal opinion—I have gotten 
after companies on that score, when I found out about it. 

For example, I have even done better than that. I have gone to 
medical conventions and not told them who I was. And then when 
I found out that they were making statements otherwise, I would let 
them know that I 

Mr. Dixon. Do you have any recollection of any new drug appli- 
cation being withdrawn because they did not change it ? 

Dr. Kine. I do not recall. But I do know that with the very last 
application that I handled, that I went to a conveniton. They were 
not following the procedure that we had agreed on. And—I mean you 
see when a lot of people are handling things—and they corrected it 
immediately. 

Mr. Drxon. Don’t you think it would be a good idea that all these 
statements that go to these physicians should be treated just exactly 
like that brochure? They ought to be approved, too? 

Dr. Kine. Oh, yes. I agree with that. You know, it has been my 
experience that oftentimes in our hospital the persons who really want 
to find out how to use the drug can find out, especially when the 
brochure of the company is a package. Yes, I agree that advertising 
and everything else should be in line with the brochure. 

Mr. Dixon. Let me try to see if you follow me on this. You work 
on a brochure that goes with the package. 

Dr. Kina. Yes. i 

Mr. Dixon. The package goes to the druggist, and sits on his shelf. 
Unless the doctor buys the package and uses the medicine in his office, 
sas may not even see the brochure, unless it is mailed to him or left with 

im. 

Dr. Kine. No, that is not entirely true because many doctors have 
close liaison with the pharmacist, and he will call them and ask what 
information they do have on a specific drug. So it is not as truthful 
as it looks on the surface. I looked into that myself, because there has 
been a lot of comments one way or the other. 

Senator Kurauver. All right. In any event, you think that we 
would be better off insofar as controlling the advertising and protect- 
ing the public and the patient and informing the doctor correctly if 
labeling and brochure and advertising and promotional material all 
came under one agency. Is that correct? 
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Dr. Kina. Yes, I do. 

Senator Keravuver. And that agency should be the Food and Drug 
Administration ? 

Dr. Krna. I think it is the logical agency. 

Senator Keravuver. And that the warnings that may be on the 
brochure should also be in the advertisements that are sent out ? 

Dr. Kina. I think in general it should. 

Senator Krerauver. Of course, in order to do that, you would have 
to have a change in the law and you would have to have considerably 
more personnel included in the Administration. 

Dr. Kine. Yes, sir. 

Senator Keravver. All right. I think we understand that. I 
want to say that I think that there is a great deal of logic in what you 
have said. We have seen examples of the time lapse after a case 
comes before the Federal Trade to be acted upon, and in the meantime 
the drug has been in existence and has been sold for a considerable 
length of time. ' 

Mr. Dixon. Doctor, would you limit that recommendation to new 
drugs? Or would you apply it to all drugs? Would you apply it to 
the whole drug field, including proprietaries and nonproprietaries? 

Dr. Kine. I think if you worked it out with all, it would help the 
Food and Drug to prevent misbranding. 

Mr. Drxon. I am talking now about if the product is off the new 
drug list and on the accepted list, I can start manufacturing it tomor- 
row, and I wouldn’t have to come and get your approval for the 
brochure, would I? 

Dr. Kine. That’s true. 

Mr. Drxon. So then if something is wrong, it is after the act, not 
before the act, isn’t it? 

Dr. Kine. Well, I would say that for those preparations considered 
not new drugs, they should have the same application as those which 
are new drugs. Otherwise it puts*certain groups under great dis- 
advantage. 

I don’t know exactly how that would be handled, though. 

Senator Keravuver. Your next note is to create a strong efficient 
Medical Bureau. 

Dr. Kine. Well, of course a strong and effective Medical Bureau, I 
feel it should have the best possible talent and that they be given the 
opportunity to do clinical work, so that they do not get deskbound. 

I think that there should be adequate personnel that could accom- 
plish this. 

Dr. Blair asked me to think of other suggestions. 

First I want to—I should have stated this before. All my com- 
ments are as a private citizen and are personal, and do not apply to the 
Veterans’ Administration or the Army. But it came to my mind that 
actually a cooperative project could be developed in which the Food 
and Drug and the Veterans’ Administration could cooperate very 
nicely, in which the Veterans’ Administration, if they had adequate 
funds for the research, could do some of the studies which are neces- 
sary for the Food and Drug Administration to get the data necessary 
for effective prosecution of the law. 

Senator Keravver. Let’s amplify this a little. I have a list of 
figures here relating to the National Institutes of Health, showing 
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that the total research grants between 1955 and 1960 in the field of dia- 
betes amounted to approximately $10 million, and that in the field of 
all diabetes drugs, NIH research grants amounted to over $1.5 mil- 
lion. Much of this money was spent on the actual testing of Orinase 
and Diabinese, with reports made on suitability of drugs, side effects, 
and the like. A good deal of this work was done prior to the approval 
by the Food and Drug Administration. 

Can you tell us whether these NIH reports were made available to 
the medical officers of the Food and Drug Administration who were 
examining the new drug applications, and whether you think there 
ought to be, or whether there can be, better coordination between the 
two agencies, both of whom are under the Secretary of Health, Educa- 
tion, and Welfare ? 

Dr. Kina. I think that there should be good coordination. How- 
ever, inasmuch as I handled the Orinase application, I can state that 
I probably had all of the outstanding investigators who received 
grants at the NIH giving me direct information, information which 
one would not get out of a written report. 

You see, when we handled Orinase, this was quite a change, pri- 
marily because this was the first oral antidiabetic drug which was re- 
leased, and as a result we had a conference in which we had all of the 
leading experts that we could get around the table and thrash the 
thing out. 

Senator Kreravuver. What I am talking about is the regular pro- 
cedure. You got them because you ferreted them out, I guess. Is 
there a regular procedure for NIH furnishing such information as 
they nave to the new drug branch of the Food and Drug Adminis- 
tration ? 

Dr. Krnc. There is not a regular procedure for doing that. Ac- 
tually the NIH would get their data probably later than we would get 
ours, because you see on an NIH grant, the investigator has to send in 
a report every 6 months I think stating how the project is coming 
along, and it is not ordinarily as detailed a report as we would require 
in the food and drug reports. 

Senator Keravver. But you feel that there should be, if they do 
have information prior to its issuance? 

Dr. Kina. Yes, I think—— 

Senator Keravver. Prior to issuance of the new drug application, 
that there should be a regular procedure for them furnishing you such 
information ? 

Dr. Kine. Yes, I think they should. Actually, it should apply to 
all Government agencies, not only NTH, but the VA and the Army and 
the Navy, who have data, who would ordinarily not want to send it to 
the drug companies, but should send it to the Food and Drug. 

Actually, I have accomplished that by writing specific letters to the 
—_ agencies and having them—having reports directly to the 

Senator Kreravuver. Very well. I think we understand that. 

Your next note says “synthesize for computer control, increase the 
appropriations.” What is that? 

Dr. K1ne. Well, here is a situation. One has an immense amount 
of data in those new drug applications. But up to the time when I 
left, it all depended on a person’s memory, and as soon as that person 








12072 ADMINISTERED PRICES 

left, all of it would leave. Oftentimes, there are times when you would 
want to collect data on a specific drug, and there is no way it could be 
accomplished, except by just digging it out, and there wasn’t sufficient 
time to do that. Whereas if we had it so that we could record on an 
IBM machine, and when you have all the cards made out, you just 
have to sort the cards out, and out would come your answer pertaining 
to certain things that would be of extreme scientific value. 

Senator Kreravuver. IBM machines? 

Dr. Ktrne. That would take additional personnel. We have con- 
sidered that. But we never had enough money to do that. 

Senator Kreravuver. Very well. Now we come to lack of increase in 
appropriations. 

Dr. Kina. Well, of course the Food and Drug Administration has 
done a lot better since I left there. 

Senator Kerauver. You are talking about appropriations ? 

Dr. Kine. Well, they are doing better on appropriations, and I 
find that now the doctors are getting much better salaries. The reason 
for that I think—one of the reasons is because I left there, because 
when I left the Food and Drug Administration I went with the Vet- 
erans’ Administration, and I received a considerable increase in salary. 
Here I left a very important job which was involving the lives of the 
whole country, and then I went to the Veterans’ Administration and I 
just took care of say 70 patients, and I received a much higher salary 
for it, primarily because I was a certified specialist in internal medi- 
cine. I donot think that my salary with the Veterans’ Administration 
was anywhere what it should be. But anyway I am glad that I helped 
the Food and Drug medical officers out. 

Senator Kerauver. We have a table here which shows what the 
budget requests were including the House allowance, the Senate al- 
lowance, and appropriations for 1950 to date, which is self-explana- 
tory. Congress has in the last several years appropriated a little 
more than has been requested by the Budget Bureau. We will make 
this exhibit 241. 

(Exhibit No. 241 may be found on p. 12944.) 

Senator Keravuver. Any other questions of Dr. King? 

Mr. Kirrrte. I would like to ask one question. 

Senator Keravuver. Go ahead. 

Mr. Kirrrm. Doctor, were you saying earlier that the United States 
is the only country where before a manufacturer can market a new 
drug he needs to have Government approval, or did I misunderstand ? 

Dr. Krna. Well, I think that—well of course I do not know all the 
laws throughout the world. But as I recall, Canada has some new 
drug provision, so that is one. Possibly England. But as a whole, 
the huge majority do not have any restrictions. And that is the reason 
they can be marketed almost at any time. Of course, now, we take 
the drugs which are shipped from the United States down to many 
of the other countries. They require a certificate that they are being 
legally produced in the United States. So that demonstrates what we 
do in the United States has quite an effect on other countries. They 
assume that if we consider it safe, then it helps them. 


Mr. Kirrrm. Well, as I understand, one of the major questions 
before this subcommittee today is whether the patient in this country > 
is adequately protected. Now, one of the ways for protecting the’ 
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patient is by having this new drug application procedure. What you 
are saying, in fact, is that in other countries a manufacturer of a new 
drug could go and place it on the market without any Government 
supervision ¢ 

Dr. Kine. I would say in many countries they could. 

Mr. Kirrrm. If this is so, then the protection afforded to the patient 
in this country is apparently as good or better than in any other 
countries. 

Dr. Kine. Well, as far as I am concerned, it is much better. I do 
not know of any other country which has as strict regulations as we 
do over here. 

Mr. Kirrrm. Thank you very much. 

Mr. Cuumpris. Mr. Chairman, on that point, just one item. I be- 
lieve you stated earlier that in determining within the 60-day period 
the approval of a certain drug, you have two factors to consider—to 
take enough time to make sure tha: the drug is a safe drug, and at the 
same time not take too long to keep a good drug off the market which 
would save the lives of many people, is that right? 

Dr. Kine. That is essentially right. 

Mr. Cuumpris. Thank you, Mr. Chairman. 

Senator Kerauver. Any other questions? Dr. King, thank you 
very much for coming and giving us your testimony. We hope we 
have not delayed you too long. 

Dr. Kine. No, you have not. I appreciate the privilege of coming 
before you. 

Senator Kerauver. We are glad to have your views, and your ex- 
perience, suggestions, and recommendations. 

Dr. Kine. If there is any additional way I can help the committee, 
don’t hesitate to call on me. 

Senator Keravuver. We plan to recess until 10 o’clock. 

(At this time Senator Hruska entered the hearing room.) 

We are having a meeting of the full committee at 10:30. So there 
may be a notice that we will have to postpone our meeting until 
2 o’clock tomorrow afternoon. I will have to check with Senator 
Eastland first. 

The way it stands now, we will recess until 10 o’clock in the morn- 
ing, and then if there is any other decision about this, we will make 
that known. We will stand in recess now. 

Senator Hruska. Mr. Chairman, I should like the record to show 
I was called away on official business these last 45 minutes, and I get 
back without an opportunity to interrogate the witness further, al- 
though I do have some additional questions. 

Senator Kerauver. Just a moment. We won’t recess then, if that 
is the case. 

Senator Hruska. If the witness has limitations on his time, it is 
all right with me. 

Senator Krrauver. Dr. King, what is your situation? 

Dr. Kina. Well, it is very good. You can call me at any time you 
want. You see, what the situation was—the Veterans’ Administra- 
tion decided that the appearance before the Senate committee was 
not official business, and so I had to take annual leave to be here. 

Senator Kerauver. Can you stay for a while and answer any 
further questions? 
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Dr. Kine. Sure, I can stay as long as you wish. 

Senator Keravver. All right. Senator Hruska, will you proceed 
now with any questions? I want to say, Senator Hruska, I did not 
know you had any questions. 

Senator Hruska. I did not make myself heard or make it known. 

Senator Keravuver. Very well. 

Senator Hruska. Dr. King, have you gone into the matter of any 

roposed legislative measures that might be taken to improve the 
Deinsticnting of the Food and Drug Administration ? 

Dr. Kine. I have not, because I have not had time to think it over. 
I feel that, instead of giving snap judgments, those need careful 
deliberation. 

Senator Hruska. Now, did you go into the matter of advertising 
and labeling at all being placed under the Food and Drug Admin- 
istration? Have you commented on that, sir? 

Dr. Kine. I have commented on that. I felt that it would strength- 
en the Food and Drug laws considerably, eco 4 because at the 
present time the Food and Drug Administration has considerable 
difficulty tying the two together, and sometimes it is not to the ad- 
vantage of the public. 

Senator Hruska. What are your thoughts in the matter of the 
volume of advertising or the amount of money spent on it? Did you 
go into that, or did you go into the content of advertising? 

Dr. Kine. You mean the volume of advertising for the whole drug 
industry or—— 

Senator Hruska. For any particular product, or for the drug in- 
dustry, yes. 

Dr. Kriya. Well, you mean the direct mailing pieces? Often- 
times—I think all you would have to do is go to the D.C. General 
Hospital and see the wastepaper basket right next to the post office, 
and you would find much of it is wasted—I mean just discarded as 
soon as they take it out of the mailbox’ 

Senator Hruska. And that is the advertising that comes to the 
doctors in the hospitals ? 

Dr. Kina. Yes, sir. 

Senator Hruska. What about the advertising that comes to their 
office? Are you acquainted with that? 

Dr. Kina. Yes, I am acquainted with that. 

Senator Hruska. You get some of it yourself, do you not? 

Dr. Kine. I get quite a bit myself. 

Senator Hruska. Do you welcome it or object to it? 

Dr. Kine. Well, of course, having been with the Food and Drug 
Administration, I like to see what it says. Some of it you will find 
of cd good medical educational value, and some of it is just dis- 
carded. 

Senator Hruska. In your present capacity, are you called upon by 
detail men that are sent out by the pharmaceutical houses? 

Dr. Kina. Yes, amcalledon. I receive detail men. 

Senator Hruska. Are they able to give you any information or 
knowledge of value, or are they a nuisance? 

Dr. Kina. Well, actually the medical detail men are pretty well 
versed about their products. I have found that they are quite sound, 
myself. 
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Senator Hruska. Do you place—in evaluating a new preparation 
of any kind, a new drug, in evaluating it, just what value do you 
place on the advertisement you get, on the scientific literature which 
may be with it, the labeling, and on the detail man? Just how 
would you rate those three classes of calling to your attention the 
merits of any een of a pharmaceutical house? 

Dr. Kine. Let’s see. There is the scientific information, the detail 
men, and what was the third? 

Senator Hruska. The advertising. 

Dr. Kine. Well, there is one thing that I did not say before in 
considering a new drug application. * also evaluate the investigator 
as well as the report. And for that reason, to me, I determine who 
wrote the article—I mean the scientific information. 

Now, if this comes from one of a high caliber, I consider it ex- 
tremely valuable. And that is the one that I place the highest value 
in evaluation of the drug before I use it. Of course, I evaluate it 
separately, to find out for myself. 

Senator Hruska, You go into what you consider the most effective 
source material. 

Dr. Kina. Yes, I do. 

Senator Hruska. Now, do you think there is any place in Food 
and Drug legislation for placing a limit on the amount of money 
that any pharmaceutical house can spend on advertising? 

Dr. Kine. No, I do not think chen should be otink I think 
that—if we placed a limit on that, we would have to place a limit on 
all advertising. 

Senator Hruska. Would you say that that is a matter perhaps for 
internal management in each company—to determine what part of 
its budget should go for that? 

Dr. Kine. I feel that it should be. Of course, it is like this. I feel 
that every company has its stockholders to report to, and if he puts 
too much in advertising, and it does not show that it is reflected in 
sales, I am sure that they will replace the management. 

Senator Hruska. What would you say about the volume of any 
product which is sold by any pharmaceutical house? Would the 
quantity sold bear upon the price for which they can sell it in due 
time? 

Dr. Kine. Well, my experience with the pharmaceutical industry 
is that when a drug is first introduced, it is extremely high, and the 
cost to the company has been extremely great. 

Now, I will point out that when we had the cortisone application, 
Merck Co. had poured millions of dollars into it, and they came to 
me and they said: “We have had so much adverse publicity on this 
that we are considering abandoning it”; and they wanted to know 
my opinion on it. Well, actually I had been doing studies on it my- 
self at Howard University, and I think that out of the first 10 patients 
that I had treated, I saved 2 lives. I made trips all over the countr 
to find out just how things were going. I recall that Dr. Kendall 
told me later at the time that I visited the Mayo Clinic, I left the 
impression that I was never going to release the drug. 

Well, I told them that I felt that it was a worthwhile drug and 
they should continue research on it. Later on I worked out the proce- 
dure for releasing the drug, which I think has been extremely valuable. 
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Senator Hruska. Of course, the price on it now is quite modest 
compared to the original price, is it not? 

Dr. Kine. Well, you see, I was with Dr. Kendall at the Mayo 
Clinic, and he showed me all the processes that were required for the 
synthesis of that drug. Ido not know whether it was 18 or 25. Well, 
if you lost about 5 percent in each step, you would come out with 
practically nothing. I am amazed at how they have been able 
to cut down the price of the drug. Well, there are other drugs. Take, 
for example, penicillin. Before I went on active duty in World War 
II, penicillin was reported at the American College of Physicians 
meetings and the statement was made: “Very interesting, but it will 
be of no value to us because it is impossible to make.” We all 
realize what happened later. That industry got in there and really 
developed methods with which this drug could be mass produced. As 
a result, the thing became so competitive that many companies went 
out of business. And so that illustrates how things can go in the 
pharmaceutical industry. ; 

I want to point out, even though I know a lot about the pharmaceu- 
tical industry, I place my money in other places, because I do not think 
the risks are worth it. 

Senator Hruska. Well, what effect has this profit incentive and 
the ability to make a profit on the research programs for that par- 
ticular product as well as for others? You have observed that 
phenomenon, have you not? 

Dr. Kine. I think the profit motive is the thing that drives toward 
developing more efficient methods for screening drugs. Take the 
antibiotics. I know of one concern that developed an extremely 
efficient method in which they could screen a large number of soil 
samples, and as a result they came out with many drugs. But the 
first thing that is necessary is to develop a very efficient: method, 

When you start analyzing what has been done by others who are 
doing basic research, and what has come out of it, I do not think a 
company could afford to use these very inefficient methods. 

I want to point out that with research I would say that maybe 5 

vercent or less come out with anything which will be worthwhile. So 
it is an extreme gamble. 

Mr. Drxon. Doctor, do you know that 24 cents out of every sales 
dollar of the 20 largest companies is included in selling expenses ? 

Dr. Kine. Yes. I realize that. I thought it was higher than that. 

Mr. Drxon. You thought it was even higher than that? 

Dr. Krne. Yes, I thought it was 3314 percent. 

Mr. Drxon. Since, in trying to sell your medicine to approximately 
150,000 doctors, you cannot sell one patient more than one bottle 
of medicine, isn’t that pretty high? 

Dr. Kina. Well, if we analyze the cost of drugs—say that we have 
$i—then 40 percent of it goes to the pharmacist. 

Mr. Drxon. I am not talking about the pharmacist. I am talking 
about the wholesale price. This is the wholesale price from the 
manufacturer to the jobber. 

Dr. Kitna. Now let’s see—manufacturer to the drugstore is what? 

Mr. Drxon. I said that out of the sales dollar of the 20 largest 
companies, it amounted to 24 cents of the selling price. 

Dr. Kina. It cost them 24 cents to sell the drug. 
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Mr. Drxon. Those are the figures they submitted to us. 

Senator Kreravver. That is all sales, including advertising, detail 
men, and so forth. 

Dr. Kine. Well, I will tell you what. Of course, I am sure that 
the pharmaceutical companies would cut that down. And I think that 
the detail men are one of their greatest costs. But then, in competition, 
they find when they cut out the detail men, then their sales go down, 
So if the sales go down, they lose also. 

Senator Hruska. Of course, Doctor, in this 2414 cents, as the chair- 
man has indicated, there is not only the detail men of the advertising, 
there is also distribution, transportation, warehousing, sales expense 
of all kinds. 

Dr. Kine. Certainly. 

Senator Hruska. Pitsting the brochures and so on. So it is not 
only a matter of a salesman going out and selling it. It is all of these 
component parts. 

Dr. Kina. Well, of course, I think that that is one of the difficulties 
in the United States that—I mean with everything. The thing may 
cost one thing at the manufacturer, but by the time it gets to the con- 
sumer, it is relatively high. I think that applies to other goods too. 

Senator Hruska. It applies to shoes, to food, to clothing. 

Dr. Kina. That is, if you want to mass sell the product. 

Senator Hruska. Thank you very much, Doctor. Those are all the 
questions I have. 

Senator Karauver. Doctor King, again thank you very much for 
coming and being with us. 

We had scheduled Secretary Flemming and Commissioner Larrick, 
and others they might bring with them from the Food and Drug 
Administration, to be here at 10 o’clock in the morning. But we find 
now that the full committee is going to meet at 10:30. After con- 
sultation with Senator Hruska, I think that in order not to have 
the session broken up just as we get started, it would probably be 
better to ask Secretary Flemming and Mr. Larrick to come at 2 o’clock 
tomorrow afternoon. 

We stand in recess until 2 o’clock tomorrow. 

(Whereupon, at 4:55 p.m., the hearing was recessed until 2 p.m., 
Friday, June 3, 1960.) 
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FRIDAY, JUNE 3, 1960 


U.S. Senate, 
SuBcoMMITTEE ON ANTITRUST AND MonoPoLy 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 2:05 p.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver (chairman), Wiley, Dirksen, and 
Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Don-. 
ald P. McHugh, counsel; Horace L. Flurry, counsel; Peter N. Chum- 
bris, counsel for the minority; Nicholas N. Kittrie, counsel for the 
minority; George E. Clifford, assistant counsel; Dr. John M. Blair, 
chief economist; Dr. E. Wayles Browne, Jr., economist; Dr. Irene 
Till, economist; Paul S. Green, editorial director; and Gladys E. 
Montier, clerk. 

Senator Krerauver. The committee will come to order. 

This hearing was originally set for 10 o’clock this morning, but be- 
cause of the meeting of the Pall Judiciary Committee, it was put off 
until this time this afternoon. 

We are very glad to have Secretary Arthur S. Flemming, Secretary 
of Health, Education, and Welfare, with us, together with Commis- 
sioner George P. Larrick, Commissioner of the Food and Drug De- 
partment. 

Mr. Flemming, you have a number of other gentlemen with you. Do 
you wish to introduce them ? 


STATEMENT OF HON. ARTHUR S. FLEMMING, SECRETARY OF 
HEALTH, EDUCATION, AND WELFARE; ACCOMPANIED BY 
ROBERT A. FORSYTHE, ASSISTANT SECRETARY, AND WILLIAM 
W. GOODRICH, ASSISTANT GENERAL COUNSEL, DEPARTMENT OF 
HEALTH, EDUCATION, AND WELFARE; AND JOHN L. HARVEY, 
DEPUTY COMMISSIONER, FOOD AND DRUGS 


Secretary Fiemminea. The Assistant Secretary of the res 

Mr. Forsythe, is with me; Mr. Harvey, the Deputy Commissioner o 

Food and Drugs; Mr. Goodrich, the Assistant Cimtigs Counsel. 
Those are the only persons who might be called on to testify. 
Senator Keravuver., What is Mr. Harvey’s position ? 
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Secretary Fitemminc. Deputy Commissioner of Food and Drugs. 

Senator Kerauver. We expect Senator Hart to be here shortly, as 
well as Senator Carroll. We are glad to have Senator Dirksen and 
Senator Hruska here. 

Mr. Flemming, you have a statement. Do you wish to finish your 
statement before being asked questions? : 

Secretary Ftemmine. Whatever you would prefer. I think maybe 
that would expedite it, if I did: ~It is not too long, and it won’t take 
me very long. 

Senator Keravuver. Then we have a more lengthy statement by Mr. 
Larrick. Was it the plan to have Mr. Larrick read this statement 
before we asked any questions? 

Secretary Ftemmine. I think, when it comes to Commissioner Lar- 
rick, it would be helpful if he could read his entire statement before 
questioning, but if you desire to question me between my statement 
and his, why, I certainly have no objection. 

Senator Keravuver. All right, sir. Thank you very much for being 
here, Secretary Flemming. 

I haven’t had a chance of going over your complete statement. Do 
you say in your statement when you became Secretary of Health, Edu- 
cation, and Welfare? 

Secrtary Fiemmine. No, I don’t. I took office on August 1, 1958. 

Senator Keravuver. Briefly, give us a résumé of your Government 
service and the time when you became president of Ohio Wesleyan 
University. 

Secretary Firemmina. Mr. Chairman, I became a member of the 
U.S. Civil Service Commission in July 1939, and served in that posi- 
tion until the summer of 1948, when I went to Ohio Wesleyan as 
president. 

I came back into Government service as Assistant Director of 
Defense Mobilization in 1951, in charge of manpower activities. 

I became Director of Defense Mobilization in April 1953 and served 
in that capacity until February 1957 and then came back on August 
1, 1958. 

Senator Keravver. All right, sir. Will you proceed with your 
statement, Mr. Secretary. 

Secretary Fiemmine. Mr. Chairman, just before beginning my pre- 
oe statement, I would like to make this observation. I, of course, 

ave read the newspapers last evening and the newspapers this morn- 
ing, and I am acquainted with some of the testimony that was pre- 
sented to this committee yesterday, just as I am generally familiar 
with some of the testimony that has been presented on other occasions. 

I recognize, of course, that some of the charges that have been made 
against the Food and Drug Administration are serious charges, and 
I would like to indicate just briefly how, as the head of the Depart- 
ment, I intend to proceed. 

First of all, on the recommendation of Commissioner Larrick, I have 
arranged with Dr. Bronk, the President of the National Academy of 
Sciences, for the appointment of an outstanding committee of 
scientists to review the policies, procedures, and decisions of the Divi- 
sion of which Dr. Welch was formerly the chief, as well as those of 
the New Drug Division of the Bureau of Medicine of the Food and 
Drug Administration. 
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I will réfer to that appointment or that request’in more’ detail 
later on. 

Dr. Bronk has responded affirmatively to the request and will ap- 
point such a committee. 

Senator Keravuver. I think that is a very good step to take. We 
know of Dr. Bronk’s ability and I think that is a very good way to 
get at this problem, to have a group of expert outsiders look it over 
and see what is right and what is wrong. 

Secretary FLemmine. That is right. 

mpenoe Keravuver. How large a committee will this be, Mr. Secre- 
tary 

Secretary Fiemmine. Dr. Bronk has not indicated the exact size 
as yet. I understand it will be three to five members, and they, of 
course, will make their report directly to me. 

I am not participating in any way in their selection. I have asked 
Dr. Bronk to make the appointments himself. Then any recommenda- 
tions they make will come directly to me. 

Senator Keravuver. Then how soon will this work get started ? 

Secretary Ftemmine. Dr. Bronk has indicated to the persons or will 
indicate to the persons that he is going to talk to that I regard this as 
a matter of great urgency and that we want to get the work underway 
immediately. It would be my hope that it would get underway im- 
mediately so that I could have reports, or at least initial reports, within 
a matter of, say, 60 days. 

Senator Krerauver. You would hope that it would be completed in 
60 days? 

Secretary Fiemmine. At least that I would get initial reports by 
that time. They may not be complete, but I would think by that time 
the committee could report to me on certain aspects of their study, 
and this I am going to request them to do. 

Senator Keravver. Of course, we have, Mr. Flemming, quite a 
record here of public testimony, all of which is available. We also 
have a great many records bearing upon the Food and Drug Adminis- 
tration, which are in the files of the committee, a great deal of which 
has not been put in as testimony. 

Secretary Fiemmine. Right. 

Senator Kerauver. All of this will certainly be available to the 
members of the committee which Dr. Bronk will appoint. 

The staff of the committee and the members of the committee will 
— fully with Dr. Bronk’s group in furnishing anything we 

ave. 

Secretary FLemmrine. I appreciate that. 

Senator Krravuver. I assume, on the other side of the ledger, we 
can count on them to give us any information that we need to keep us 
advised ? 

Secretary Fiemmine. Mr. Chairman, their report, of course, will be 
to me, and I can assure you that anything that they report to me will 
be public property and will be available, not only to this committee 
but to the public. 

Senator Kreravver. That is fair enough. 

I congratulate you upon having taken this action, Mr. Flemming. 

Secretary FLemmine. Thank you, sir. 








12082 ADMINISTERED PRICES 







In the second place, some charges have been made which involve 
action in individual cases or actions involving certain individuals 
connected with the Food and Drug Administration. 

As far as specific charges of that kind are concerned relative to the 
action taken in specific cases, I am going to set up within my own office 
a special investigative force. I am going to charge them with the 
responsibility of developing all of the evidence it is possible for them 
to develop in connection with those specific charges. 

I will personally weigh the evidence that they develop and will 
arrive at a conclusion and will make that conclusion public. And, of 
course, it will be available to this committee. 

Senator Keravver. Secretary Flemming, will you elaborate on this 
a little more? You say that this group will be made up of people in 
your own office. Will they be doctors or officials of the Food and Drug 
Administration, or what? 

Secretary Ftemmina. The persons who carry on this investigation 
will have no connection with the Food and ee past 
or present. Iam going to have to determine just how I can develop that 
kind of an investigative force. 

But I can asure you that I will develop it in such a way that it is 
responsible only to me and is the kind of force that I will have confi- 
dence in from the standpoint not only of their ability but also their 
willingness to go into the individual cases in an objective manner. 

T hope, Mr. «Us Peatinny that I have made clear the distinction between 
the two; but in this particular case I am thinking, as I am sure you 
understand, of an allegation relative to the manner in which a specific 
case was handled, or possibly an allegation directed against a specific 
individual. 

I feel that, when allegations of that kind are made to a committee 
of the Congress such as this committee, then it is my responsibility not 
to pass judgment one way or another, but it is my responsibility to 
provide myself with the personnel who can go into it, examine all the 
available evidence, make a report to me, and then I will personally 
weigh the evidence and arrive at a conclusion and will make that con- 
clusion public. 

Senator Kreravuver. Mr. Flemming, in that connection, quite a num- 
ber of the allegations as to individuals which have been brought before 
this committee and which we have in some cases documented and which 
may be part of the record but which may not have not been highlighted, 
emphasized, involve medical men and actions by physicians. 

Will there be some physicians on this smaller group who will be 
able to go into those matters and understand them thoroughly ? 

Secretary Fremmina. The answer is “Yes,” very definitely. 

Senator Keravver. It wouldn’t just be a group of lawyers? 

Secretary Fremmine. No. No reflection on lawyers. 

Senator Keravuver. I would think you would want to have some 
lawyers around. 

Secretary Fiemmrna. I am sure that I want some, but I appreciate 
the point of your question, and I agree with you. 

Senator Keravver. All right, sir. 

Senator Hruska. Mr. Chairman, I would like to make an observa- 
tion. 

Senator Kerauver. Senator Hruska. 
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Senator Hruska. I would like to observe that I think that is a 
very notable suggestion and method that you are proceeding with 
here, Mr, Secretary. 

After all, this committee, when it gets into the merit and the non- 
merit of proceedings and of things within your Department, is some- 
what of an interloper when it comes to the drugs themselves. 

We are primarily concerned with antitrust, with illegal combina- 
tions of trade, with restraint of trade, illegal price fixing, and things 
of that kind. We have gotten off into sort of a tangent here, and we 
are in rather unfamiliar ground. 

The action which you describe will be very helpful to sort of clear 
up a lot of things, certainly in the minds of one member of the com- 
mittee ; namely, the speaker. 

I think it will help the public, too, and I want to also commend you 
for taking this step. 

(At this point in the proceedings, Senator Wiley entered the hear- 
ig oom 

Secretary Fiemmine. Thank you very much, Senator. 

Senator Krravuver. Let the record show that Senator Wiley is here. 

All right, Mr. Flemming. 

Secretary Fremmine. Mr. Chairman, I referred in my opening 
comments to the fact that I had noted some of the testimony that was 
presented yesterday, and, although obviously I haven’t had the oppor- 
tunity of examining that testimony, there was one particular matter 
that caught my attention and on which I have received a report and 
which I would like to make available to the committee and, through 
the committee, to the public. 

In the evening edition of the Evening Star dealing with your hear- 
ing yesterday, there is this particular paragraph : 

Under questioning by Senator Hruska (Republican of Nebraska), Dr. Moul- 
ton charged that the FDA over a year ago placed the controversial folic acid 
on a list of safe food additives with a “calculated disregard” of the opinion of 
the agency’s Bureau of Medicine. She declared that there is much scien- 
tific evidence that folic acid, when given over a period of time to patients with 
pernicious anemia, may cause permanent neurological damage. She said the 
armed services banned the use of folic acid about last January. 

I appreciate the seriousness of that kind of an allegation. The 
facts are these as presented to me by the Food and Drug Administra- 
tion. 

On November 10—— 

Senator Keravuver. Presented to you by Commissioner Larrick? 

Secretary Fiemmina. Yes, that is right. 

On November 10, 1959, Dr. Moulton wrote a memorandum to the 
Director of the Food and Additives Unit recommending that folic 
acid not be listed under the food additives law as a chemical generally 
regarded as safe for food purposes. And I think she testified to that 
effect. 

The officials of the Food and Drug Administration agreed with Dr. 
Moulton’s conclusions, and, when a list of safe food additives was 
issued on November 20, 1959, folic acid was not on that list. 

It has not been listed since and, therefore, may not be legally used 
as a food additive. Dr. Moulton’s memorandum is, of course, in the 
files of the Food and Drug Administration. 
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The fact that the agency did not list folic acid as a safe food addi- 
tive isa matter of public record. 

Senator Dirksen. Wait a minute, Mr. Secretary, what do you make 
of all this? 

Secretary Fremmine. Senator Dirksen, on this particular case I 
simply wanted these—these facts were presented to me as I indicated 
by the Food and Drug Administration, and it seemed to me that this 
committee was entitled to have the facts, as was the public. 

Now, I have not had the opportunity, of course, of examining the 
other charges that were made. Some of the charges that were made 
are charges that should be reviewed by the committee that Dr. Bronk 
is going to appoint. 

ther charges are charges that should be investigated by a special 
investigator for us, which I intend to have done. 

Senator Dirxsen. I mean, just this particular item that you have 
just given us now. 

According to this memo, the testimony of the witness on that point 
was false. 

; Secretary Fiemmtine. It was not in conformity with the published 
acts. 

Senator Dirksen. That is a good, euphemistic term, Mr. Secretary, 
but a falsehood is a falsehood, and I would just like to nail that down. 
If it is false, let’s say it is false. 

Secretary Ftemmina. Senator Dirksen, I always hesitate to do any- 
thing else than present the facts because one never knows, of course, 
where a person may have obtained misinformation. 

In this particular case, however, this list is a matter of public rec- 
ord. I mean it has to be under the food additives law under which 
we operate. 

Senator Dirksen. Then the allegation was untrue ? 

Secretary Fremmrinea. That is correct. 

Senator Dirksen. Then the allegation was false? 

Senator Keravuver. I want to say here that I have a very high 
regard for Dr. Barbara Moulton. I think she is a lady of excellent 
character and fine training, and she is, I think, a doctor of fine ability 
and of excellent family background. I am sure nobody wants to 
question her integrity and certainly I do not. I am sure every state- 
ment that. Dr. Moulton made she feels to be true, and she feels that 
she can document them. I am going to give her an opportunity, 
following your statement, of placing in the record any statement that 
she wishes to make. 

Secretary Firemmine. As you can see, Mr. Chairman, we agree 
completely with her testimony to the effect that she had written a 
memorandum. 

Senator Kerauver. Of course, I don’t know what other previous 
efforts she might have made. I don’t know whether this memorandum 
was the last of a series that she may have furnished somebody as to 
what efforts she had made to try to get something done about folic acid 
previous to this time. 

Secretary Fiemmine. That is right. 

Senator Keravuver. So that you may not have the full story here, 
Mr. Flemming. 

Secretary Fiemmine. Mr. Chairman, the only thing that I wanted 
to inform the committee of and the country is that this folic acid is 
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not on the approved list and that, therefore, it may not be legally 
used as a food additive. That is the point that I want to get across, 
because if people felt that it was on the approved list and that it 
was being legally used as a food additive, they would have a very 
real basis for concern. 

This is my only objective, because you are right. I mean, as I have 
indicated here, the memorandum that has been given to me gives her 
full credit for writing a memorandum recommending that folic acid 
not be listed, and the only point is that her recommendation was fol- 
lowed and it is not on the list. 

Senator Kerauver. As I remember it, she said that the industry had 
been notified that it was to be on the list. In order to get the full 
story, I think that we ought to find out if she had made previous ef- 
forts which had been callously disregarded ; what efforts she had made 
to date on folic acid; whether this was just one of a series of efforts in 
which she finally succeeded. 

Secretary Ftemmine. Mr. Chairman, I would—— 

Senator Keravuver. I think she is a very courageous, able woman, 
and I know that anything she has said in her statement she can either 
document or in her own good conscience she believes to be true. 

She mentioned folic acid and glycene. Glycene did go on the list, 
as I recall. 

Secretary FLemmine. That is correct. 

Senator Krrauver. She mentioned the two of them together, you 
see, and folic acid was eventually taken off the list. The other one 
that she complained about, glycene—— 

Secretary FLtemmrne. Folic acid was never put on the list. 

Senator Kerauver. I say that glycene was put on the list. 

Secretary Fiemmine. That is correct. 

Senator Kerauver. So her complaint was in reference to both of 
them, one of which did go on the list. Folic acid did not go on the 
list, but. she said the industry had been notified that it would go on 
the list, but she finally persuaded the medical department not to put 
it on the list. But we will get her full story, also. 

Secretary Fiemmine. Yes, Mr. Chairman, certainly I would want 
the full story, also. 

The only thing I wanted to make clear was that folic acid was not 
on the list and therefore cannot legally be used as a food additive. 

Senator Dirksen. Mr. Chairman, I went to the telephone and 
overheard the last of the chairman’s remarks. I certainly do not re- 
flect upon the lady or impeach her character, but if I had the impecca- 
bility of Socrates and the discernment of Einstein, if I say black is 
white, it is untrue; and you just can’t make anything out of it regard- 
less of what my character is. 

And if it appeared in the paper that. way and it is not true, then 
it is not true. And a misimpression and misleading information has 
thereby been conveyed to the public. 

We might just as well not fool around with a lot of fancy, hand- 
embroidered words to try to cover it up, if it is not true. 

I understand it so much better as one from the country when I 
deal with feeble terms that I can understand. 

Senator Kerauver. Mr. Flemming, you and Mr. Larrick did have 
a copy of Dr. Moulton’s statement. Do you have a copy ? 
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Secretary Fiemmrna. I have not had the opportunity of reading 
it, Senator. Iam sure there isa copy. 

Senator Keravuver. I am sure Commissioner Larrick has a copy. 

Secretary Ftemmine. That is right. 

Senator Kerauver. She makes many charges in 35 pages of state- 
ment. I think it would be well to look at the record as to just exactly 
what she did say. 

Secretary Fiemmine. Right. 

Senator Keravver. I think it speaks rather well of her analysis of 
what went on that you pick out only one matter in connection with 
this 35-page statement. 

Secretary Fremmine. Mr. Chairman, as I indicated to you, I will 
have a careful investigation made of her entire statement, as well as 
any other comparable statements that are presented to the committee, 
and I will be more than happy to report to you on the results of the 
investigation. 

Senator Krravuver. Very well. 

Secretary Fremmrna. Mr. Chairman and members of the commit- 
tee, I am glad to have this opportunity to review the actions of our 
Department after questions were raisced about the nongovernmental 
activities of Dr. Henry Welch, who was until recently Director of 
the Division of Antibiotics of the Food and Drug Administration. 

I want to assure you and the American people that we are engaged 
in a concerted effort to prevent the occurrence of any situation even 
slightly analogous to that which resulted in my request and that of 
Commissioner Larrick for Dr. Welch’s resignation. 

I want first to state how this matter came to our attention, the 
steps we took to deal with it, and the steps we are now taking to pre- 
vent the recurrence of a conflict of interest or an apparent conflict 
of interest on the part of any employee of this Department. I then 
wish to discuss more broadly steps which should, in my judgment, 
be taken to strengthen procedureS to assure that the American people 
receive the safest possible drugs. 

1. Dr. Welch was first given permission to engage in outside edi- 
torial activities by the Acting Administrator of the Federal Security 
Agency in 1950. He based his subsequent editorial activities on this 
approval and authorization received in early 1954 from a former 
Commissioner of Food and Drugs. 

2. When Dr. Welch’s activities were called to my attention in 
February 1959, I questioned the propriety of such outside activities. 
Dr. Welch suffered a heart attack in March 1959 and was unable to 
return to duty until July 1959. Action with respect to Dr. Welch 
was deferred during the period of his illness. 

3. During the latter part of Dr. Welch’s illness and following his 
return to duty, the Department undertook a review of his case and of 
the policy governing such activities with a view to developing a 
pony designed to prevent such activities being approved in the 

uture. 

4. On October 14, 1959, I announced that I had establshed a new 
policy governing the outside activities of all employees of the De- 
partment in the fields of writing, editing, publishing, teaching, lec- 
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turing, and consulting. In making the announcement I made the fol- 
lowing statement : 

* * * the policy is based on the inescapable fact that Federal employment 
is a public trust and, as such, imposes certain built-in limitations on employees’ 
nongovernmental activities which may not be true for employees outside of 
Government. 

As the policy states: “Of first importance in evaluating the appropriateness 
of outside activities covered by this supplement is the general criterion which 
is applicable to all such activities: that they should not involve a real or ap- 
parent conflict of interest nor associate the employee with his official duties 
in a way which would reflect discredit upon the Department.” 

It is not enough, in my opinion, for Federal employees to be innocent in fact 
of wrongdoing in outside activities in relation to their Government responsi- 
bilities. They must not even have the appearance of acting in private capacities 
contrary to the public interest they serve in their Government positions, 

5. Also on October 14, 1959, I announced that this new policy had 
been applied to Dr. Welch’s outside activities and that he had.been 
directed to resign his editorial positions with the publications Anti- 
biotics and Chemotherapy, Antibiotic Medicine and Clinical Therapy, 
and MD (Medical News) magazine. 

I also announced that Medical Encyclopedia, Inc., the publishing 
house in which Dr. Welch has a financial interest, would discontinue 
publishing Antibiotics Annual and would also discontinue publishing 
for profit any other material containing in significant measure in- 
formation made available to the general public by the Government. 

6. Dr. Welch assured Commissioner Larrick of the Food and Drug 
Administration that he had complied with these directives as of 
January 1960. 

7. Dr. Welch on May 11, 1960, filed his application for retirement 
on grounds of disability growing out of his cardiac condition. 

8. On May 18, 1960, this subcommittee released income data which 
revealed that Dr. Welch’s income from MD Publications in no way 
conformed to the information he had submitted to the Food and Drug 
Administration on which the original approval for his outside activi- 
ties was based in 1950 and reaflirmed in 1954, nor did it conform to 
information given by Dr. Welch to his superiors in 1959. 

As soon as I received these income data, I announced publicly that: 

1, It is clear that Dr. Welch deliberately misled his superiors in 
receiving compensation far beyond what is the commonly accepted 
concept of an honorarium for editorial service—particularly when 
this compensation was directly related to advertising revenues from 
pharmaceutical companies and sale of reprints to pharmaceutical 
companies. 

2. It is also clear that the compensation received by Dr. Welch was 
of such a nature as to create an inevitable conflict between his own 
personal interests and the interests of the public. 

3. If I had known at any time what I learned on May 18, I would 
have taken action looking toward Dr. Welch’s discharge. Commis- 
sioner Larrick concurs in this judgment. Dr. Welch’s actions cannot 
be justified on the basis of prior approvals as I stated they could in 
the fall of 1959. Commissioner Larrick and his predecessors accepted 
his word that his actions were in accord with those prior approvals. 
It is clear that they were not. It is also clear, therefore, that we should 
- thoroughly investigated his statements to us. I regret that we 

id not. 
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4. Dr. Welch’s retirement for disability has been approved by the 
Civil Service Commission. Under the law there is nothing that can 
be done to block the retirement of a Federal employee on disability, 
when he is disabled. 

5. Dr. Welch’s retirement did not become effective until June 1. 
I did not believe that he should be permitted to retire without action 
being taken in his case. I therefore concurred in Commissioner Lar- 
rick’s recommendation that we call for Dr. Welch’s immediate resig- 
nation and stated that if it were not forthcoming, charges would be 
preferred. 

6. Dr. Welch resigned from the Food and Drug Administration 1 
day later, on May 19, 1960. 

In addition to the actions set forth above in respect to the highly 
improper conduct of one employee, we have, both recently and at 
various times during the past 3 years, taken actions to minimize 
the possibility of conflict of interest throughout the Department. 

In July 1958 the Food and Drug Administration issued to all its 
personnel a statement reaffirming a policy of more than 30 years’ 
standing that employees who participate in the development of cases 
and those who have a part in deciding policy and the legal actions to 
be inaugurated are not allowed to own stock in firms whose principal 
businesses are in commodities subject to Food and Drug Administra- 
tion control. 

Additionally, in February 1960, the Food and Drug Administration 
issued a form to be filled out by all employees of that organization 
requesting approval for any outside activity. By this means, the Office 
of the Commissioner of Food and Drugs has currently on file a com- 
plete inventory of the outside activities of Food and Dave Adminis- 
tration employees for which approval has been sought and received. 

All professional personnel of the National Institutes of Health of 
the Public Health Service, in November 1959, were contacted and re- 
quired to submit information on*the nature and amount of income 
from nongovernmental activities in which they were engaged. 

The National Institutes of Health is operating under a special policy 
which forbids any staff member having a salary of $14,000 or above 
to accept a paid consultancy with industry or business and permits 

aid consultancies for other members of its staff up to no more than 
$2,000 per year— 
provided there can be full assurance of no conflict of interest or impairment 
of the individual’s research responsibilities to the Government. 

(Nore.—Mr. Flemming subsequently reported that a check indicates 
that that portion of the NIH policy which prohibits consultancies for 
persons earning $14,000 or more applies to civil service employees 
in the $14,000 to $19,000 annual salary category. These are employees 
whose salaries are established by section 208(¢) of the Public Health 
Service Act. All employees who are authorized to accept paid consul- 
tancies are, however, limited to $2,000 per year.) 

The Bureau of Old-Age and Survivors Insurance of the Social 
Security Administration issued a policy in September 1957 which pro- 
hibits activities by its personnel in areas pertaining to the sale of life 
insurance, the preparation of tax returns, and similar activities which 
are in any way related to the old-age, survivors, and disability insur- 
ance programs. 
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It is our plan to extend to the entire Department a reporting system 
similar to the plans recently installed in the Food and Drug Adminis- 
tration and the National Institutes of Health in respect to nongovern- 
mental activities. All employees who are engaged in Department 
activities which could involve a real or apparent conflict of interest or 
bring discredit on the Department if they were to engage in certain 
types of outside activities will be required to report at least every 6 
months the nature of the activity and the remuneration. 

Also, such employees will be forbidden to own stock in firms where 
their Government employment places them in a position that would 
create a real or apparent conflict of interest or bring discredit upon 
the Department. 

We expect by these steps to prevent improper activity before it is 
initiated. In a few instances we may find, through our reporting sys- 
tem, misunderstandings of the regulations and policies. These will be 

a corrected as soon as they are identified. 
perfectly sure of the safety and potency of the drugs—par- 
ticularly antibiotics—recommended or approved by Dr. Welch during 
the years in which Dr. Welch was simultaneously serving as head of 
the Division of Antibiotics of the Food and Drug Administration 
and receiving large sums from MD Publications, we plan to take 
another important step. 

Although no drug was or could be approved solely on the basis of 
Dr. Welch’s recommendations, we ourselves are reviewing the actions 
taken, and we are alsc moving to obtain a prompt review, by a group 
of nongovernmental scientists of the highest competence and objec- 
tivity, of major scientific decisions made during this period. On 
the recommendation of Commissioner Larrick, I have requested Dr. 
Detlev Bronk, president of the National Academy of Sciences, to ap- 
point such a group, and he has agreed to do so. 

I assure you that this matter will be pressed vigorously and 
promptly. If we should find that any corrective action is required, 
it will be taken immediately. 

There are a number of specific issues that have been highlighted by 
testimony already presented to your committee. One of these, the 
Pane of drugs, is an issue for which we have no statutory responsi- 

ilit 

cen the issue of prescribing by trademarked versus generic 
names of drugs, i is one for which we have no direct responsibility, but 
we recognize that it is an area in which the activities of the Food and 
Drug Administration indirectly exert considerable influence. Com- 
missioner Larrick will discuss in some detail the degree of assur- 
ance that a physician may have when he prescribes drugs by generic 
names. 

Other issues have been raised, however, which are within the area 
of our responsibility. 

Before discussing these issues and the actions we propose to take, 
I would like to discuss with the committee the resources available 
to the Food and Drug Administration. These resources must, of 
course, be looked at in the light of the agency’s total responsibilities. 

The Food and Dr ug Administration regulates interstate commerce 
in foods, drugs, cosmetics, and therapeutic devices. It investigates 
the illegal diversion of stimulant and habit-forming drugs outside of 
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prescription channels. It evaluates the safety of new drugs before 
they are released for use, tests every lot of imsulin, coal-tar colors, 
and certain antibiotics before they are placed on the market. It 
exposes false and misleading claims for foods, drugs, cosmetics, and 
devices. It establishes specific tolerances for safe amounts of pesti- 
cides that may be left on food crops as they are marketed. It also 
establishes the allowable conditions under whish chemical food addi- 
tives may be employed safely in the production and storage of food. 

In addition, the Food and Drug Administration collects and ex- 
amines samples from many thousands of shipments of foods, drugs, 
and cosmetics being imported into the United States and being shipped 
from one State to another 

In 1955, the first Secretary of Health, Education, and Welfare, 
Mrs. Hobby, convened a distinguished citizens advisory committee 
to appraise the resources available to the Food and Drug Administra- 
tion to cope with these responsibilities. The advisory committee filed 
a report that same year which showed that the resources were totally 
inadequate. It recommended a threefold to fourfold increase in the 
staff and physical facilities of the Food and Drug Administration to 
be phased over a period of 5 to 10 years. 

Since then the resources of the Food and Drug Administration have 
grown from total personnel of 968 in fiscal year 1954 to 1,821 in fiscal 
year 1960. Funds made available to the Food and Drug Administra- 
tion by the Congress (including fees collected by FDA) have grown 
from approximately $6,286,000 in fiscal year 1954 to approximately 
$15,177,000 in fiscal year 1960. Requests for fiscal year 1961 total ap- 
proximately $18,241,000. 

Since 1954, as the resources of the Food and Drug Administration 
have increased, we have also sought and obtained new or improved 
legislative authority to increase consumer protection. 

In 1954, Congress passed the pesticide chemicals amendment and in 
1958 the food additives amendments Now pending before Congress is 
the color additives amendment, which has been passed by the Senate 
and ordered reported out of committee in the House. 

These are recent illustrations of the unremitting effort by the Food 
and Drug Administration—going back over many years—to provide 
a constantly higher level of consumer protection. ‘There is no doubt 
in my mind that the Food and Drug Administration has done and is 
doing an effective job in a difficult field. 

There is also no question in my mind that in order for consumers 
to receive the additional protection to which they are entitled, the re- 
sources of the Food and Drug Administration must continue to increase 
and that further legislative improvements will be necessary in order 
to keep abreast of developments in the food, drug, and cosmetic 
fields, 

In discussing possible solutions to issues that have been raised with 
this committee, I will, whenever appropriate, point up the need for ad- 
ditional resources and additional legislation. Requests for these ad- 
ditional resources and legislative changes will be made, of course, 


through appropriate channels within the executive and legislative 
branches. 
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I, PROMOTION OF NEW DRUGS 


Statement of issue: We believe some firms have resorted to mislead- 
ing claims in promoting their new drugs. Some of this promotion is 
carried out through medical advertising which is not directly subject 
to the controls of the Food, Drug, and Cosmetic Act. Much of it is 
carried out through promotional material mailed directly to physicians 
and pharamacists. ‘This we believe is labeling within the meaning of 
the law we enforce. 

Action to be taken: This issue has been a continuing concern of the 
Food and Drug Administration. As a result, actions have been taken 
that have prevented or stopped the use of some promotional materials 
that were misleading. Commissioner Larrick informs me that he plans 
to use some of the additional resources requested for fiscal year 1961 
in order to bring more promotional literature under scrutiny than has 
been possible in the past. 

In the past, whenever we have identified promotional material ad- 
dressed to physicians that we considered misleading, it has been our 
dt to request the company issuing the literature to make a change. 

owever, there have been situations in which these changes have not 
been made as rapidly as they should have been. 

In the future, when these changes are not made within the period 
of time prescribed, action will be instituted to suspend the new drug 
application and thus to remove the drug from the market. 


Il. FOOD AND DRUG ADMINISTRATION’S HANDLING OF NEW DRUG 
APPLICATIONS 


Statement of issue: Some witnesses who have testified before your 
committee believe that major changes are needed in the Food and 
Drug Administration’s handling of new drug applications submitted 
by firms wishing to place new therapeutic products on the market. 

Action to be taken: Commissioner Larrick advises me that he is 
confident that the new drug unit of the Food and Drug Administra- 
tion has been operating in a very satisfactory and proper manner with 
limited technical staff. 

While he believes that the charges made to your committee with 
respect to the handling of new drug applications are not warranted, 
he has recommended, in view of their nature, that I appoint a group 
of scientists from outside the Food and Drug Administration to look 
into and to report to me on the Administration’s organization, policies, 
and actions with respect to new drugs. 

I have accepted this recommendation. I have asked Dr. Bronk, 
president of the National Academy of Sciences, to request the com- 
mittee that he is appointing to review actions taken under Dr. Welch’s 
administration to undertake this related assignment. He has agreed 
to do so. 


Ill. FACTORY INSPECTION AUTHORITY 


Statement of issue: The Food, Drug, and Cosmetic Act gives us 
authority to carry on some inspectional activities in establishments 
where drugs are manufactured, packed, or stored. This is an im- 


~—14 


35621--60—pt. 22 











12092 ADMINISTERED PRICES 


portant provision which is designed to enable our inspectors to deter- 
mine before drugs are shipped whether the law is being a with. 

When the present factory inspection provisions were being con- 
sidered by the Congress in August 1953, we asked for comprehensive 
inspection authority. This would have permitted us to look into the 
safety and purity control exercised by manufacturers, to examine 
formulas employed in producing drugs, to determine qualifications of 
personnel performing laboratory control and manufacturing opera- 
tions, and to obtain reports made to manufacturers of adverse re- 
actions occurring from use of their drugs. 

Some elements of the drug industry did not want us to have this 
authority. When the bill was on the floor of the House, a legislative 
history was developed showing that Congress did not intend the in- 
spection provision to give us authority to look at formula files, com- 
plaint files, and personnel files. 

We cannot appraise the control procedures unless the manufacturer 
permits us to examine his control records and compare these with 
manufacturing formulas showing what the firm’s personnel are sup- 
posed to be doing. We cannot at an early date obtain evidence to 
evaluate the firm’s experience with new drugs as to their safety if we 
are denied authority to review the firm’s complaint files. 

The alternative to an inspection to ascertain the adequacy of con- 
trols is to embark upon a much more extensive sampling and assaying 
of drugs than has ever been possible with available resources. 

And even if we had resources to do it, this would permit us to de- 
tect errors only after they have occurred, whereas adequate factory 
inspection would permit us in many cases to detect weak spots in 
advance, call them to the manufacturer’s attention, and thus fore- 
stall errors that might cause serious injuries or deaths. 

Action to be taken: The law show be strengthened to give food 
and drug inspectors the authority when they are in manufacturing 
establishments to determine at thit time whether the manufacturing 
operations are being conducted so as to produce pure, safe drugs and 
to determine at that time whether products that the firm has placed 
on the market are causing adverse reactions that would require cor- 
rective steps to safeguard the public health. 

We should have renewed our request for this authority after being 
turned down by Congress in 1953. Experience since 1953 indicates 
the need for an additional authority which would provide that a 
drug would be regarded as adulterated if it had been prepared or 
packed in inadequate manufacturing facilities or under inadequate 
control procedures. 

Such legislation would make it possible for inspectional personnel 
to function far more effectively in protecting the health of the public. 


IV. INSPECTION OF CONSULTING LABORATORIES 


Statement of issue: Related to the question of factory inspection 
is the need for inspectional authority to check on the facilities, per- 
sonnel, and operations of commercial consulting laboratories which 
on a fee basis perform assays for drug manufacturing houses. 

In a sense, these commercial consulting laboratories are a part of 
the drug manufacturers control. The need for careful control of 
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these laboratories is highlighted by a recent prosecution of one such 
firm, namely, the Wyanel Laboratories in Philadelphia, Pa. Mr. 
Larrick will speak more extensively on that subject. Suffice it to 
say we found this laboratory to be faking assays causing its clients 
to violate the Food, Drug, and Cosmetic Act. 

Action to be taken: While the present law is interpreted as giving 
us authority to inspect these consulting laboratories, we believe that 
at the time factory inspection provisions of the law are strengthened, 
it would be desirable to indicate beyond question that the inspectional 
authority includes commercial testing laboratories. 

This would guarantee essential protection not only of the public 
but also of those manufacturers who in good faith rely on assay reports 
from consulting laboratories. Some additional personnel would be 
required to carry out this action. 


V. REPORTING ADVERSE DRUG REACTIONS TO THE FOOD AND DRUG 
ADMINISTRATION 


Statement of issue: Manufacturers are not required to report their 
experience with a new drug after it has cleared the new drug procedure 
and has been placed on the market. Thus, numerous reports of serious 
adverse reactions may accumulate in the files of a manufacturer with- 
out the Food and Drug Administration’s being aware that a problem 
exists. 

Action to be taken: The Food and Drug Administration has en- 
deavored to deal with this problem on a voluntary basis and has re- 
ceived some excellent cooperation. But this has not always been the 
case, as confirmed by certain testimony given before this committee. 

We have concluded, therefore, that the law should be amended to 
require that, when a manufacturer learns of any alleged adverse drug 
reactions, he must immediately make the information available to the 
Food and Drug Administration. 

This would permit the agency to detect at the earliest possible 
moment those instances in which despite good experimental work indi- 
cating that a drug may be safely used, actual experience shows that 
there are questions about the safety of the product. 

Some additional personnel would be required to carry out this 
action. 

VI. CERTIFICATION OF ALL ANTIBIOTICS 


Statement of issue: The antibiotic drugs that were first discovered 
are subject to the certification provisions of the Food, Drug, and Cos- 
metic Act. This means, among other things, that every batch of such 
drugs must be examined in the laboratories of the Food and Drug 
— and found safe and efficacious before it may be mar- 

eted. 

However, a number of newer antibiotics are not subject to this certi- 
fication procedure, and they may be a without advance testing 
by the Food and Drug Administration. The type of manufacture re- 
quired for antibiotic drugs makes it highly desirable to have the added 
controls of a certification system available to protect the public health. 

Action to be taken: The Food, Drug, and Cosmetic Act should be 
amended to require certification of all antibiotic drugs, unless it is 
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found with respect to particular antibiotics that such certification is 
not necessary to protect the public health. Although Congress refused 
in 1948 and 1950 to amend the act to require such certification of all 
antibiotics, we should have kept renewing this recommendation. 

That completes my formal statement, Mr. Chairman. 

Senator Kerauver. Mr. Flemming, thank you very much for your 
statement. I want to say that I think your recommendations are de- 
serving of a great deal of consideration. Much of the testimony we 
have been getting before this committee for some time has pointed in 
the direction of needing the legislative remedies that you have pointed 
out here, and some others. It is very encouraging to hear from you 
that you feel that some of these recommendations, should have been 
submitted some time back. But, in any event, you are immediately 
going to put the force of your Department behind legialative recom- 
mendations in line with what you have discussed here 

Secretary Ftemmine. That is correct, Mr. Chairman. 

Senator Kerauver. I know the public and the medical profession, 
and I am sure that most Members of Congress, will be grateful to 
hear this thoughtful and helpful position. 

(At this point in the proceedings, Senator Dirksen left the hearing 
room. ) 

Senator Krerauver. Of course, everybody agrees that we want to 
have the most effective Food and Drug Administration possible. 

In that connection, Mr. Flemming, the members of the staff have 
been working on some legislative recommendations along this line 
that are not in finished form. They would like to submit their sug- 
gestions to your chief counsel or to Mr. Goodrich and cooperate with 
you in every way possible. 

Secretary Fremmine. Thank you, sir. I appreciate that. 

Senator Krrauver. We have received from other witnesses here 
some legislative recommendations; we have quite a number, a great 
many of which fit in exactly with what you have recommended here. 

Do you plan to send these legislative recommendations to Congress 
soon ? 

Secretary Fiemmine. Mr, Chairman, I will move on them just as 
fast as it is possible for us to do so within the Department. 

As you appreciate, before they come up, there are certain clearance 
procedures that are required, but I will also endeavor to have those 
procedures expedited. 

Senator Keravuver. Then it is highly likely that some of them may 
not have time for full committee consideration and consideration in 
the House, in this session of Congress. I hope whoever is around 
next year will certainly push them to enactment. 

Secretary Ftemorne. I trust so, also. 

Senator Krrauver. May I go into more detail with you about 
some of your legislative recommendations ? 

Secretary Ftemmine. Surely. 

Senator Kreravuver. Starting at the back of your statement, page 
15, I know some of these are technical matters which Mr. Larrick 
and some of the physicians at Food and Drug will want to discuss 
in more detail. 

Why is it that a number of antibiotics are not subject to certifica- 
tion procedures ? 
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Secretary Fiemmine. Why is it that a number of the new anti- 
biotics? 

Senator Keravver. Yes. This is the certification procedure—— 

Secretary FLemmine. The requirement that certain antibiotics be 
subject to the certification procedure just hasn’t been extended to the 
newer antibiotics. 

In other words, the point is: It requires legislative action. 

Senator Kerauver. The act of what date? 

Mr. Dixon. What date was the certification amendment to the act, 
Mr. Goodrich ? 

Mr. Goopricu. 1946 for penicillin; 1948, streptomycin was added; 
and 1950, chloramphenicol, chlortetracycline, and bacitracin, 

Senator Krravuver. But the act has not been amended to include 
the newer ones that have come along since that time ? 

Mr. Goopricu. That is right, sir. 

Senator Kerauver. And you have not sent up any recommendation, 
Mr. Flemming or Mr. Goodrich or Mr. Harvey, that the act be so 
amended ? 

Secretary Fiemminc. Mr, Chairman, my understanding is that the 
statement In my opening statement is correct on this point: that in 
1948 and 1950, the executive branch did recommend the amendment 
of the act so that it would require certification of all antibiotics; and, 
as indicated by me, that recommendation was not renewed; and I 
personally think that it was a mistake not to renew the recommenda- 
tion. 

Senator Kerauver. In one of those years, perhaps both of them, 
part of your recommendation was accepted and the act was amended 
to some extent ? 

Secretary FLemmine. They asked for blanket authority really. 

, Senator Keravuver. It was not amended to give you blanket author- 
ity ¢ 

Secretary Ftemmine. That is correct. 

Senator Keravuver. Is it the wholehearted judgment of the Food 
and Drug Administration that the act should have blanket authority 
on all antibiotics ? 

Secretary Fiemmina. That is correct. 

Senator Kerauver. You are very frank in saying that this recom- 
mendation should have been renewed. I think it should be said, in 
justice to you, that you have only been there as Secretary since 1958, 
as I recall. 

Secretary Fremmina. That is right. 

Senator Krerauver. But somebody should have been renewing this 
recommendation all along. I remember the Federal Trade Commis- 
sion started recommending an amendment to section 7 of the Clayton 
Act back in 1930, they recommend it every year, and it didn’t finally 
get passed until 1951. 

Secretary Fremmine. Mr. Chairman, I know that when Congress 
turns down a recommendation, sometimes there is a temptation to say, 
“Well, we made the recommendation. It wasn’t acted on favorably.” 

But I feel, personally, particularly in areas like this, that where the 
executive branch is convinced that it was right and that the Congress 
was wrong in turning it down it should keep renewing the recom- 
mendation. 








12096 ADMINISTERED PRICES 


If it has got a good case, why, ultimately, it is going to win. And 
the action will be taken. 

Senator Witry. Are you implying that Congress might be wrong 
at times ? 

Secretary Fiemmine. Yes, I guess that is right, Senator Wiley. 

Senator Kerauver. We couldn’t get that bill on the Clayton Act 
out, of the House committee or past both Houses of Congress. But, 
finally, when it was passed, it was almost unanimous. 

Secretary Firemminea. That is right. 

Senator Keravuver. Going to page 14, we have had, sir, a great deal 
of testimony of adverse reaction presented to this committee from the 
clinical files of the drug companies themselves. They ought to make 
this available to the Food and Drug Administration voluntarily, but 
they do not do so, so I think it is important in the administration of 
this Department that you should have a mandatory provision that 
they be required to file clinical reports. 

Secretary Ftemoine. Right. ° 

Senator Krrauver. And there should be penalties, shouldn’t there, 
for refusing to file? 

Secretary Femina. I would assume that the law, or the proposed 
law, would be drafted in that way, yes. 

Senator Kerravuver. This would help greatly in reaching a deci- 
sion as to what should be done about a drug, what should be done 
about a brochure or advertisement of drugs, whether a drug should 
be taken off the market; and it would give you information which you 
would get immediately. 

If you received it otherwise, it would be sparse and late, isn’t that 
true? 

Secretary Ftemmine. Yes. 

Senator Keravuver. I know about your experience with consulting 
laboratories, and that seems to be a well-considered recommendation. 
You have not made a recommendation on efficacy ? 

Secretary FLemmine. On what? 

Senator Keravuver. My understanding is that your recommendation 
back in the 1938 act and later on was that the Food and Drug Adminis- 
tration should have control not only over the toxicity, the safety, of 
the drug, but that it have control also over the efficacy of drugs. That 
would get all the quack drugs off the market and the drug would have 
to have some value before it would be approved. 

As I understand it, a drug now may have just bread or flour inside 
of it, but can be approved as long as it is safe. Whether it does any 
good or not is not a matter that the Food and Drug Administration 
can pass on. 

r. Flemming, we have had the Arthritis & Rheumatism Founda- 
tion here and they have testified that approximately $250 million a 
year is spent on quack drugs. Not only is this great amount spent 

ut this also prevents people—or sometimes misleads them so that 
they do not get worthwhile drugs and worthwhile treatment, since 
these ads hold out hopes that a quack drug will be of some benefit. 

Do you interpret your recommendations to mean that you should 
pass on and have control of the efficacy, the value, of drugs? 
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Secretary Fiemminc. Mr. Chairman, I will just read one sentence 
of the testimony that Commissioner Larrick will give a little later. 

He will say: 

We would endorse a proposal that the new drug section of the Food, Drug, 
and Cosmetie Act require a showing of efficacy as well as a showing of safety. 

Senator Krerauver. Why shouldn’t that apply across the board? 
Should it apply only to ethical drugs? 

Secretary Ftemmine. Mr. Chairman, it seems to me that the issue 
that you have raised is an important one and one that we should 
consider carefully. 

I would like to ask Mr. Goodrich, however, to explain how we 
are using our existing authority in dealing with the type of issue 
that you have identified. 

Senator Kerauver. It may be that we will want to go into details 
with Mr. Goodrich and Mr. Larrick later on, or if you would like for 
him to—— 

Secretary FLemmina. He has one illustration which I think might 
come in appropriately at this point. 

Senator Kerravuver. All right, Mr. Goodrich. Will you come 
around? You are the Associate General Counsel? 

Mr. Goopricu. Assistant General Counsel, sir. 

Senator Keravuver. If you get a chair there, you can sit down. 

Mr. Goopricu. This is fine. 

We are fighting quackery, medical quackery, through our control 
over false and misleading labeling. We have to do it through court 
actions, 

We have been successful in fighting cancer quackery. We have 
been successful in fighting arthritis quackery. Sometimes we fail, 
as we did in the case of Tri-Wonder, when we sued for an injunction 
down in Mississippi, but we took that case to the court of appeals in the 
fifth circuit. 

We are hopeful we will get a successful judgment any day. But we 
do now have a procedure, perhaps not the best in the world, but it 
does work. 

Senator Kerauver. Mr. Goodrich, we were told by the people from 
the Arthritis and Rheumatism Foundation that your procedure came 
6 months or a year after the drug was on the market and the money 
was spent and thrown away and the harm was done. 

Mr. Goopricu. That is true. 

Senator Kerauver. We were also told that you had to find a case 
of improper advertising and then go through lengthy procedures in 
the courts, including injunctions. Sometimes a quack firm would be 
in business for 2 or 3 years before you would ever get around to doing 
anything about it. 

Mr. Goopricn. This has been the procedure, sir, since 1906, under 
the Food and Drug Act. 

We think it is a pretty good law, maybe not the best, but we do not 
have the cease-and-desist procedure of the Federal Trade Commission. 

We submit, however, that our procedures work pretty good. They 
do ere a criminal penalty. They authorize the immediate seizure 
and injunctions. We have to prove the case in court, and that is 
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where we fail sometimes; but that is one of the risks of doing busi- 
ness in what we are in. 

Senator Keravuver. If the public is spending $250 million a year 
on arthritis quackery, your procedure is not working too well. 

Mr. Goopricu. As I said, sir, we are doing our best, and I believe 
we will be successful in the fifth circuit. 

Senator Krerauver. Wouldn’t it be better to put it into law? It 
would give you the right of cease-and-desist orders, 

Secretary Fiemmine. Mr. Chairman, I think that the principle 
that you are underlining is a sound one, and I certain will be very 
happy to go into the matter further and consider whether or not the 
recommendation that is in Commissioner Larrick’s testimony should 
be broadened. 

Senator Keravuver. Very well. 

Secretary Firemminea. It seems to me that the Government should 
do everything it can to put itself in a position where it takes expe- 
ditious action when dealing with quackery of this kind. 

It is a crime that citizens of the country waste as much money as 
they do in this way. 

Senator Krerauver. Mr, Flemming—and I will turn to other Sena- 
tors very soon—on page 12, beginning at the top of the page, you 
discuss something that we have had a great deal of testimony about. 
We have been told quite frequently that all big firms do not have 
good control procedures and that many small firms do have them; 
that it is not a monopoly of one or the other. We have been told, 
in the case of one specific drug, that some small, efficient manufac- 
turer was manufacturing and offering for sale to the drugstore a 
prednisone tablet at 3 cents, while three big companies, Schering, 
Merck, and Upjohn, charge 17.8 cents at the drugstore, maybe a little 
bit lower than that to the wholesaler. 

We were also told that if more physicians would follow the prac- 
tice of hospitals in using formularie’ and giving their patients a break 
on the price of drugs so they could buy more, so maybe they could 
even get the drugs they need, if the doctors could be absolutely cer- 
tain as to the control mechanism and the fact that it is well made 
and so forth. 

The Military Medical Supply Agency and your agency do make 
investigations of control procedures. T think you make these tests 
for the Veterans’ Administration so they can buy on a generic-name 
basis. 

Do you intend your statement here to mean that you would examine 
the control procedures of any company in the ethical drug manu- 
facturing industry so that physicians could have absolute confidence 
in the quality of the drug, as well as the efficacy of the drug, that 
is sold to the druggist for sale to the patient ? 

Secretary Ftemmine. The answer is “Yes,” Mr. Chairman. 

Senator Kerauver. Then that is almost, really, a licensing pro- 
vision, isn’t it? That is, if they don’t meet your requirements, then 
they shouldn’t be manufacturing the drug, if they do not meet at least 
satisfactory minimum requirements ? 

Secretary Fiemminc. That would be the end result. There isn’t 
any doubt that if they didn’t mect the requirements, why, then, they 
just wouldn’t have authority to manufacture the drug. 
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Senator Krravuver. You did that in the case of certain antibiotics? 

Secretary Fitemmine. Right. 

Senator Keravuver. And vaccines? 

Secretary FLemmine. Yes. 

Senator Kerauver. So wouldn’t it bea good idea to put it in the law 
that, to go into the manufacture of ethical drugs, you have to meet cer- 
tain standards and get some certification that you do meet those stand- 
ards? Then everybody could be certain, as the Military Medical 
Supply Agency is certain, all the physicians could be certain, that any 
drug that they prescribe would be a good drug. 

Secretary Fiemmine. Mr. Chairman, you referred to antibiotics. 
Is it your suggestion, in effect, that the certification procedure be ex- 
tended across the board ? 

Senator Kerauver. No; not certification. Licenses to manufac- 
ture; the manufacturer should meet certain standards as to control 
systems, sanitation, and so on. 

Secretary FLemmine. That is right. 

Senator Keravuver. As in meatpacking, for instance. 

Secretary Fiemmine. That is right. 

Senator Kerauver. In meatpacking certain standards have to be 
met. I can see no reason why this shouldn’t be done in the case of 
drugs used by humans. 

Secretary Fitemmina. Mr. Chairman, as I indicated in my testi- 
mony, we are recommending that our inspectors have authority to de- 
termine, when they are in the manufacturing establishments, whether 
the manufacturing operations are being conducted so as to produce 
pure, safe drugs and to determine at that time whether products of the 
firm, as placed on the market, are causing adverse reactions that re- 
quire corrective steps to safeguard the public health. This is the 
nature of the authority that we feel our inspectors should have. 

Senator Kerauver. At the top of page 13, you almost say that the 
law should be strengthened. 

Secretary Ftemmine. Yes. I was reading from that. 

Senator Kerauver. What if you find that a company doesn’t have 
a proper control system ¢ 

Secretary FLeEmmine. Your question is: Supposing we found that 
they didn’t have the proper setup ? 

Senator Krerauver. Yes. Then you would have to seize its drugs? 

Secretary Fiemmince. We would assume that the law would be 
worded in such a way that we could enjoin the continued shipment of 
the product. 

I don’t know—if they didn’t conform, of course, to that order, the 
shipment would constitute a criminal offense. 

enator Krravuver. This is something we on the subcommittee will 
think through. I am glad that you and others in the Department of 
Health, Education, and Welfare are giving it thought. It would 
seem, though, that if it were a licensing process and some companies 
didn’t meet the standards, all you would have to do would be to revoke 
their license, as the Department of Agriculture does in the case of 
meatpacking houses. It would make your inspection functions a 
great deal easier and cheaper, it would seem to me. 

Secretary Fiemmine. There isn’t any question in my mind, Mr. 
Chairman, that if the law were strengthened, we could take, for ex- 
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ample, the same number of inspectors that we have now—and I 
wouldn’t allege that we have enough or would have enough even then, 
but we could take the same number—and give the consumer far more 
protection than the consumer can get at the present time. 

Senator Keravuver. You would get rid of poor procedures? 

Secretary Ftemmine. That is right. 

Senator Keravuver. I think the public certainly ought to have that 
protection. If that were done, we would have less expensive drugs 
and more competition among the companies. Don’t = think so? 

Secretary FLemmine. You, of course, have been taking a great deal 
of testimony on that end of it. We haven’t gotten into that phase of 
it. But I can see where it might lead to that result. 

Senator Kerauver. You discussed somewhere in your statement 
about promotional material and advertisements sent by the drug manu- 
facturers to the physician. 

Secretary Ftemmine. That is on page 10. 

Senator Keravuver. I am glad that you are going into that, because 
we find that whereas there might be some discussion about side effects 
in a brochure, very often on the label of a drug this is stated in very 
general terms, and nothing is said about side effects in the colorful ads 
that are sent to the physician. 

There is some discussion as to your jurisdiction, but I think in view 
of the 1948 case, I believe Mr. Goodrich will agree that your juris- 
diction has been made clear in connection with this promotional ma- 
terial sent to the physicians. 

Secretary Fiemmine. There isn’t any question about our responsi- 
bility there. 

As I pointed out in my testimony, the medical advertising is not 
directly subject to our act. That, of course, is Federal Trade. 

Senator Keravver. And from this point on and with the new money 
you get, you are going to scrutinize this material closely and suspend 
new drugs if the companies don’t advertise properly and give a full 
statement as to side effects? 

Secretary Ftemminea. That is correct. 

Senator Keravver. In the advertising? 

Secretary Fremmine. That is right. 

Senator Keravver. That is a very important decision. There are 
other matters with reference to Dr. Welch that I will ask later on, 
but I want to turn now to Senator Wiley and Senator Hruska. 

Secretary Fiemmrne. Mr. Chairman, may I just interrupt to say 
your last question, I think, dealt with the general field of advertising, 
and when I responded affirmatively, I should have qualified it, and I 
am sure you had in mind the same thing. 

We are referring in this case to the promotional material mailed 
directly to the physician. 

Senator Kerauver. Yes. That is what I was referring to. 

Secretary Fiemmine. The medical advertising, as a whole, of course, 
we don’t have jurisdiction over. 

a Keravver. In the medical journals and things of that 
ind ¢ 

Secretary FLemmine. That is right. 

Senator Kerauver. The Federal Trade Commission does. 
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We have heard stated here by Dr. Moulton, and Dr. King also said, 
yesterday, that one of the very great difficulties in this field was the 
division of jurisdiction between HEW and the Federal Trade Com- 
mission in connection with who handles what type of advertising 
and who polices it. That is a problem that I think ought to be 
seriously considered. 

I don’t want to ask you to comment at this time, unless you want to. 

Secretary FLemmina. I just recognize it as one of the organizational 
problems that confronts the executive branch. I agree with you. I 
think it is something that is entitled to careful consideration. 

I certainly recognize the reason why this division has been worked 
out, but a case can be made on the other side. 

Senator Krerauver. Senator Wiley. 

Senator Wirry. Dr. Flemming, I want to compliment you on a 
very fine statement. Of course, a great deal of it is in the nature of 
a general conclusion which the public would agree with, you would 
agree with, I would agree with. I am going to ask you just a few 
specific questions, because I also have another meeting. 

Reference was made to page 12 where you said that you asked way 
back in 1953 for’ soungreienaive inspection authority. Would you 
mind being a little more specific as to just what you meant by that? 

Let me say that in your dissertation in relation to Dr. Welch, you 
have clearly showed that there was a conflict of interest. 

Now, is it your idea that the inspector would have to have that 
same measuring stick that there could be no conflict of interest? Is 
that true? 

Secretary FLemmine. That iscertainly true. 

Senator Witry. Now, then, he is to have, according to one of your 
statements, almost absolute authority. 

Is there any review from his findings when he makes a certificate? 

Secretary Fremmine. Senator Wiley, I certainly assume if this 
authority were granted—and the nature of the authority that we have 
in mind is stated in the second sentence there on page 12—that any 
inspector, of course, would be subject to supervision within the Food 
and Drug Administration, and he would have the responsibility of 
operating under the direction of his own supervisor, and that super- 
visor, before he could take any drastic action, such as might be con- 
cenpnated here, would certainly have to recommend it higher up the 

ne, 

So that I would assume that any findings of this kind would be 
checked and doublechecked a number of times before action was taken 
by the Food and Drug Administration. 

Senator Witry. How would you get inspectors that would have the 
qualifications? Thatis what I am getting at. 

In other words, there is a great deal of difference, even before this 
committee, as to drugs. Some say this drug is better than that drug, 
and so forth. 

I am again coming back to the proposition: Is this inspector sup- 
posed to be a chemist, have the power to analyze the drug, as well as, 
of course, to understand what has been called the safety and purity 
methods of manufacturing ? 
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To me, all these things have got to be thoroughly gone into before 
we legislate. We can’t legislate on a bungling Tes, I hold no brief 
for a drug manufacturer or for the drug consumer or anyone else. 

If I need anything, why, I use Wisconsin milk and cheese, and that 
does the work, you see. Nevertheless, it is imperative that we don’t 
go off the deep end first between competing drug manufacturers. 

Someone gets in there that has a special interest, or if he hasn’t the 
interest, he hasn’t the know-how. Or he thinks that this is the know- 
how and this isn’t. This is an exploratory age and we have got to 
recognize that we are not only delving into matter of every kind to 
find answers, but we are searching the skies above and the waters 
beneath. 

Now, in drugs we are doing the same thing. But when you get 
Government in to check it, you only have one reason for doing it, and 
that is: It is the public policy to see that someone doesn’t produce 
something that is deleterious to health. 

That, to me, presents a challenging question as to the quality of the 
inspector, and also the quality and the ability of the reviewing board, 
whoever it is, or whatever it is. 

Secretary Ftemmina. Senator Wiley, I think your observations are 
sound. I certainly agree with you 100 percent. 

Senator Wimxy. You sound like a Republican and talking to a 
Republican. 

ecretary Ftpmmina. I am sure, Senator Wiley, that we could get 
the concurrence of all the Democrats on the kind of a statement that 
you have just made, because this is in the interest of giving the con- 
sumer protection. 

It has been my experience that this rises above any —— 

Senator Keravver. I think the record should show that our discus- 
sion this afternoon so far has been very, very bipartisan. 

Secretary Ftemmine. That isright. I agree, Mr. Chairman. 

But let me go to the question of the inspector. The inspector, 
under the present operations of the Food and Drug Administration, is 
a very key person, and it has been my observation that the Food and 
Drug Administration over the years has exercised real care in recruit- 
ment. 

In fact, I had my first contact with the care that they exercised when 
I was a member of the Civil Service Commission, because we had to 
conduct civil service examinations for the Food and Drug Adminis- 
tration in order to help recruit. 

Now, they do require persons who have got competence in one of the 
basic sciences, chemistry, biology, or one of the other basic sciences. 
They investigate them very thoroughly before they hire them. They 
give them a very careful training program, and then in their early 
years, of course, they are subject to much closer supervision than later 
on. 

Then their findings are evaluated and appraised back in Washington 
by — with, of course, much more experience than they have had, 
and with unquestioned competence, so that there is built into it a sys- 
tem of checks and balances that should insure the consumers getting 
the protection he needs and the manufacturers being treated in a fair 
and equitable manner. 

Senator Witey. Thank you very much. 
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Excuse me, Mr. Chairman. 

Senator Kerauver. Thank you for your nonpartisan contributions, 
Senator Wiley. 

Senator Wirey. All I ask is that when you see that this legislation 
comes out, that it has some of those protective measures that we 
Republicans agree on. 

At this point in the proceedings, Senator Wiley left the hearing 
room. ) 

Senator Keravuver. Senator Hruska? 

Senator Hruska. Mr. Secretary, that problem of inspection is noth- 
ing new, is it? 

After all, we have it in meat inspection which has a long, long his- 
tory. However, in some of your activities such as the Food Additive 
Act, that has the appeal from the inspector to the supervisor and 
maybe to the next man up the line. 

But they are not yet, are they, included in the appeal procedures to 
the courts under the Administrative Procedures Act; am I right, Mr. 
Goodrich ? 

Mr. Goopricu. There is an appeal from an order under food addi- 
tive; yes, sir, to the court of appeals. 

Senator Hruska. I understand we have pending before us cur- 
er in the Judiciary Committee—it is on the agenda now—an act 
which was passed by the House on April 19, 1960, in which the Food 
Additive Act for the first time is included in the appellate procedure 
from the courts under the Administrative Procedures Act. 

Now, maybe I am misinformed. Maybe that has to do with an- 
other phase of the appellate procedure. 

Mr. Goopricu. That was a supplement to a bill sponsored at the last 
session by the Judicial Conference to Simplify Appeals, in which there 
were appeals in two or more circuits, there would be a procedure to 
i the two cases together. 

That bill passed in the 85th Congress about August the 3d, and the 
food additives passed a few days before or after and didn’t catch up 
with it. This bill you have now is simply to bring that up to date. 

Senator Hruska. It is a clarifying 

Mr. Goopricn. Yes, sir. 

Senator Hruska (continuing). Piece of legislation ? 

Mr. Goopricnu. Yes, sir. 

Senator Hruska. And not basic? 

Mr. Goopricu. Yes, sir. 

When Congress passed the food additive during the last Congress, 
they expressly provided that none of our actions under food additives 
would be sustained on appeal unless we made a fair evaluation of the 
entire record, and that we are trying to do. 

Senator Hruska. That brings me to another point, because I think 
it points up the true field and jurisdiction of this committee. 

t is all very interesting to get into the subjects of promotion of 
drugs and licensing, inspection at the plants and laboratories, and 
labeling and certification of all antibiotics, and so on; but, normally, 
when you testify on those things, Mr. Secretary, and you, Commis- 
sioner Larrick, you don’t come before this committee, do you¢ You 
come before a different committee ? 

Secretary Fremmine. That is correct. 
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Senator Hruska. The Committee on Labor and Education ? 

Secretary Fremminea. Labor and Welfare, yes. 

Senator Hruska. The subcommittee which is chairmaned by the 
Senator from Alabama, Mr. Hill? 

Secretary FLemmine. That is correct. 

Senator Hruska. And while I am sure, being altruistic on this 
Judiciary Committee, we want to make available to them anything 
which we may come across which would be helpful to them or to the 
Senate as a whole, at the same time it is not our primary field. 

I don’t know but what it might be well to bear in mind—I certainly 
am going to bear in mind—the idea that that committee, which prop- 
erly deals with this subject matter, not only has members of its com- 
mittee who are skilled and experienced and have gone through the 
mill, they are seasoned in this field, they also have staffs which are, 
without any reflection on our own staff, which is diligent and very, 
very aggressive and very competent, but they have likewise staff mem- 
bers who are seasoned and skilled and experienced in this field. 

Perhaps if we sort of each one stick to his own area, we might make 
a little more progress. 

Even with that background, however, I would like to ask, and for 
the purpose of pursuing it there are only one or two questions here I 
would like to ask. 

Referring to page 10 of the statement, in your statement there in 
the first paragraph you express belief that labeling is within the mean- 
ing of the law that you enforce. Even on that point there is a differ- 
ence of opinion, isn’t there? The Federal Trade Commission comes 
in for part of the labeling and you come in for another part. 

Excuse me, false advertising. 

Secretary Fiemmine. Yes. AsI pointed out in my second sentence 
there, Senator Hruska, some of this promotion is carried out through 
medical advertising, which is not directly subject to the controls of the 
Food, Drug, and Cosmetic Act. That does come under Federal Trade. 

Senator Hruska. Yes. 

Secretary FLemmine. But much of it is carried out through promo- 
tional material mailed directly to physicians and pharmacists. 

I think there is agreement on the fact that this does constitute label- 
ing within the meaning of the law that we are charged with enforcing. 

ees Hruska. So that there would be no necessity for clarifica- 
tion of the statute in that regard, as long as the Congress continues 
its policy of dividing the authority in this field ? 

decrekien Fiemmine. That is right. Commissioner Larrick tells me 
that there is at least one Supreme Court decision bearing on that. 

Senator Hruska. Is that the one to which you referred, Mr. Dixon? 

Mr. Dixon. That is correct. 

Senator Hruska. In 1948, 

Now, in the last paragraph on that same page you indicate that 
action will be instituted to suspend the new drug application and re- 
move the drug from the market unless certain corrections are made 
pursuant to your suggestion and your prescription, in fact. 

Is there ample statutory authority for that suspension and for that 
action on the part of your Department? 

Secretary FLemmina. Yes. We feel that there is. 

Senator Hruska. There would be no legislation clarifying or other- 
wise necessary on that point. 
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Secretary Fiemmine. Under this particular issue, we do not feel 
that we need additional legislation. 

Senator Hruska. Thank you very much, Mr. Secretary. I want to 
join my colleagues here in commending you for the very forthright 
and constructive statement you have made. It is well put, and it is 
very applicable in all of its aspects. 

ecretary FLemmtne. Thank you, Senator Hruska. 

Senator Kerauver. I think one matter brought up by Senator 
Hruska should be clarified. 

Legislative proposals dealing directly with the Food and Drug Act 
do go to the Committee on Education and Welfare. 

Secretary Fremmina. Yes. 

Senator Kerrauver. This committee, however, does have a very 
direct interest in this field because the division of the market between 
the drug companies has a very direct relationship to the kind of pro- 
motion and advertisement that they do, whether they are in a monop- 
oly position or share the market, so that it does affect the matter of 
monopoly, concentration and competition. Therefore, if there are 
defects in the Food and Drug Act that result in sharing the market 
because of not fully advertising or improperly advertising, that is a 
very important part of the jurisdiction of this committee. 

Senator Hruska. If the chairman will yield, of course, in the initial 
instance, I pointed out that this committee is primarily charged with 
restraint of trade, with illegal price fixing, illegal combinations and 
so forth. 

Now, then, I know of no instance of any advertising provisions in 
the law, provisions in the law with regard to advertising in the Food 
and Drug Act, which bear on the question of concentration or illegal 
combination or price fixing or things of that kind. 

Mr. Drxon. Senator Hruska, prior to the Wheeler-Lee amendment 
to the Federal Trade Commission Act, section 5 of that act stated that 
unfair methods of competition were declared unlawful. Those were 
considered restraints of trade until the Wheeler-Lee amendment, 
which was added to the act to provide the right to proceed directly 
against the advertiser. That wasn’t taken out of that jurisdictional 
field when the act was amended to state that unfair methods of com- 
petition and unfair acts or practices were declared unlawful. Then 
sections 12, 13, 14, and 15 were added to the act at the same time, 
giving the Federal Trade Commission the right to act on advertising. 
But unfair methods of competition were well established by 1938. One 
of the means of obtaining a monopoly or an illegal size or position in 
a market was the misuse of advertising. But it had to be proven that 
it was an unfair method, and that it reflected upon a competitor. 

When the law was amended, a company did not have to sustain 
that burden. Allit had to do was prove that the advertising was false 
or misleading. It didn’t have to bear on competition, but it is still 
in the act. 

Senator Hruska. Of course, we are concerned here with advertising 
to physicians in the field of ethical drugs, which is a different situation 
than advertising having to do with industry generally. That is an- 
other aspect of it. 
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Senator Kerauver. I think, for purposes of the record, relating to 
what Mr. Goodrich and the rest of us have been talking about, the 
affirmation of the jurisdiction of the Food and Drug Administration 
in connection with promotional material, and the text of Kordel v. 
United States, decided in November 1948 (335 U.S. 345), should be 
put in the record. 

(The decision referred to may be found on p. 13110.) 

Senator Keravuver. Some time back we wrote the Food and Drug 
Administration for all of its recommendations on legislation during 
the past 10 years. We have a letter from Mr. John L. Harvey, the 
Deputy Commissioner, under date of April 8, which sets forth the 
response to our letter, which will be made exhibit No. 242. 

( Exhibit No, 242 may be found on p. 12945. 

Senator Keravver. I would think, Mr. Flemming, if it is satis- 
factory to you, we could let Mr. Larrick read his statement this 
afternoon, and then if you and Mr. Larrick can come back at 10 
o’clock Monday, we will try to complete our interrogation. 

There are some matters about Dr. Welch that we want to ask both 
of you. Would that be all right with you? 

Secretary Ftemmrine. Yes, sir. 

Senator Kerauver. We will let Mr. Larrick read his statement 
without interruption, if he wishes to. 

Secretary Ftemmine. Thank you, Mr. Chairman. 

Senator Keravuver. Thank you very much, You are excused, if you 
wish to leave now, until 10 o’clock Monday morning. 

Is that all right 4 

Senator Hruska. It is. I just wondered if there was anything 
further we wanted to interrogate the Secretary on. We could do it 
today and free him for Monday, because he is here now. His day 
is shot, and I know the demand on his time. We experience it on 
this committee. Perhaps we could complete the cross-examination 
or the inquiry of the Secretary. P 

Senator Kerauver. Senator Hruska, I think that since Mr. Flem- 
— was not at HEW during a good part of Dr. Welch’s tenure with 
the Food and Drug Administration, since a good many of the mat- 
ters referred to came up before he arrived, some of the questions 
would be put to Mr. Flemming, and some to Mr. Larrick. I don’t 
think we could finish with Mr. Flemming today. If we started now, 
we would have to ask Mr. Larrick to return. 

Senator Hruska. They are both here now, Mr. Chairman. 

Senator Krerauver. But Mr. Larrick hasn’t read his statement, and 
he wants to read it all. Looking at the length of his statement. I 
think it will probably take the rest of the afternoon. 

Senator Hruska. We have until 2 o’clock in the morning, haven’t 
we, Mr. Chairman? 

Senator Krrauver. The statement is 53 pages long. I promised you 
at, one time that we wouldn’t have any more sessions at 10 o’clock at 
night. So let’s follow that procedure. We will excuse you now, 
Mr. Flemming, if you will be back at 10 o’clock, Monday, when Mr. 
Larrick and the other gentlemen appear. 

All right, Mr. Larrick, I don’t want you to omit reading anything 
that you want to read, but I will say to you what I have said to most 
witnesses: Any part of your statement that you don’t read will be 
printed fully in the record. 
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STATEMENT OF GEORGE P. LARRICK, COMMISSIONER OF FOOD AND 
DRUGS, U.S. DEPARTMENT OF HEALTH, EDUCATION, AND WEL- 
FARE; ACCOMPANIED BY WINTON B. RANKIN, ASSISTANT TO 
THE COMMISSIONER 


Mr. Larrick. Thank you very much, Mr. Chairman. 

Senator Kerauver. Mr. Larrick, we will be glad to hear from you 
now. 

Mr. Larrick, I haven’t had a chance to read all of your statement, 
but you don’t seem to give your background in Government; so will 
you start off by doing that? 

Mr. Larrick. May I say in response to that, in connection with the 
exchange between Mr. Wiley and yourself, that I have been a civil 
servant for more than 30 years, and I regard myself as a political 
eunuch. 

Senator Kerauver. You are completely nonpartisan. 

Mr. Larrick. I started out as a Food and Drug inspector in 1923 
in Memphis, Tenn. 

Senator Krrauver. You started in a good State. 

Mr. Larrick. I started in a very good State, and I have occupied 
a great many posts from inspector through supervising inspector, 
chief inspector, Associate Commissioner, Deputy Commissioner, and 
Commissioner over a period of 37 years. 

Senator Keravuver. 37 years? 

Mr, Larrick. 37 years. 

Senator Keravuver. You are not a doctor? 

Mr. Larrick. I am not a doctor. I have several honorary doctor’s 
degrees, but I have no earned doctor’s degrees. 

Senator Kerauver. Where were you born, Mr. Larrick? 

Mr. Larrick. I was born in Springfield, Ohio. 

Senator Keravver. Where did you attend college? 

Mr. Larrick. I went to college at Wittenberg College, Ohio State 
University, and at George Washington University in Washington, 


Senator Keravuver. What degrees do you hold? 

Mr. Larrick. I have no degree except three honorary degrees—one 
from Drexel Institute of Technology, one from Wittenberg Uni- 
versity, and one from the Philadelphia College of Science and 
Pharmacy. 

Senator Knravver. You went to college a number of years, though? 

Mr. Larrick. That is right. 

I started to study medicine and did not complete the medical course. 
I went to work for the Government. 


Senator Hruska. How long have you been with the Food and Drug 
Administration ? 


Mr. Larrick. 37 years. 

Senator Hruska. All that time, the Government service that you 
have had has been in the Food and Drug Administration? 

Mr. Larrick. Quite right, sir. 


Senator Kerauver. Mr. Larrick, when did you become Commis- 
sioner ¢ 


Mr. Larrick. In August 1954. 
35621—60—pt. 22 15 
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Senator Kzrauver. Who was your immediate predecessor ? 
Mr. Larrick. Mr. Charles W. Crawfod, who is now deceased. 
Senator Keravuver. How long was he Commissioner ¢ 
Mr. Larrick. A little more than 2 years. 

Senator Keravuver. That would be about 1952. And who preceded 
him? 

Mr. Larrick. Dr. Paul B. Dunbar. 

Senator Kerauver. He was Commissioner for a number of years, 
wasn’t he? 

Mr. Larrick. He is still alive and he is here in Washington. 

Senator Kreravver. During 1952, were you Deputy Commissioner 
for a while? 

Mr. Larrick. Yes, I believe I was. I don’t have those dates 
exactly. 

Senator Krravuver. How long were you Deputy Commissioner be- 
fore you became Commissioner ? 

Mr. Larrick. I was Deputy Commissioner during the period of 
time when Mr. Crawford was Commissioner, which was approxi- 
mately 2 years. 

Senator Keravver. That is 1952 to 1954? 

Mr. Larrick. Approximately, sir. 

Senator Keravuver. All right, Mr. Larrick. 

Mr. Larrick. My name is George P. Larrick. I am Commissioner 
of Food and Drugs in the Department of Health, Education, and 
Welfare. 

We welcome this opportunity to appear before this committee to 
discuss the responsibilities of the Food and Drug Administration in 
the regulation of the ethical * drug industry. 

We have followed the testimony before this committee with under- 
standable interest. We hope our comments will be helpful in clarify- 
ing the functions and performance of the Food and Drug Administra- 
tion in the important area of drug control. 

At the outset, I want to express the conviction of the Food and 
Drug Administration that the drug supply of this country, with 






relatively few exceptions indeed, is safe and effective. We do not | 


disagree with the statement you have made several times, Mr. Chair- 


man, that this country has the best drug supply of any country in | 


the world. 
This includes a variety of very important drugs—some newly de- 


veloped for the control of serious illnesses—that have been placed on | 


the market through our new drug procedures. These drugs represent 
significant advances in man’s never-ending efforts to conquer disease. 
Without them, millions of lives would have been lost and there would 
have been untold needless suffering. 

The Food and Drug Administration and the Department of Health, 
Education, and Welfare take pride in the part we have played in 
making safe and effective drugs available to the American people. 


We consider the safety and effectiveness of the Nation’s drugs one of © 


our most important responsibilities. 


1 Ethical drugs for the purpose of this statement are those drugs that are promoted ~ 


primarily to the medical profession as contrasted to drugs that are promoted directly to | 


laymen. 
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It is, of course, of utmost importance that drugs prescribed by 
physicians be pure and conform fully with their labeled strengt 
and quality since the very life of the patient may depend on the 
integrity of the drug. A subpotent antibiotic, a nonsterile injectable, 
a mislabeled sulfa drug, or a potent new drug without adequate warn- 
ings against possible side effects, may have disastrous consequences 
when given to a seriously ill patient. 


RESPONSIBILITY OF FDA IN DRUG AREA 


The Federal Food, Drug, and Cosmetic Act prohibits the interstate 
shipment of adulterated and misbranded drugs. It also prohibits 
interstate commerce in new drugs unless they are first proved safe by 
scientific data in effective new drug applications. 

It is the purpose of this law to require those who ship drugs in inter- 
state commerce to ship only pure, safe, properly labeled products. 
In every way possible the enforcement programs of the Administra- 
tion are einai: to bring about compliance with the law and thus to 
protect the consumers’ and the patients’ health. 

But, before I go further, Mr. Chairman, I should like to emphasize 
that the Food, Drug, and Cosmetic Act does not deal with the eco- 
nomics involved in drug development and merchandising. Conse- 
quently, we disclaim any expertise in these areas. Neither are we a 
price-fixing agency. The law enforced by the Food and Drug Ad- 
ministration says nothing about who can or cannot manufacture drugs; 
nor does it set any standards or qualifications other than the require- 
ment that drugs shipped in interstate commerce comply with the law. 

In other words, we are not directly concerned with the size of a 
firm, or how much money it makes, or whether it can or cannot com- 
pete in the open market; but, rather, we are concerned with whether 
drug manufacturers, big or little, have and utilize properly the facil- 
ities and know-how to produce and distribute drugs that are pure, 
safe, and properly labeled. 

One further point I should make clear is that the Federal Food, 
Drug, and Cosmetic Act contains no authority to prevent the market- 
ing of similar drugs by different manufacturers, providing they meet 
the requirements of the law. 

The enforcement of varied drug provisions of the Federal drug law 
for so large a complex as the drug industry is a major undertaking. 
We have witneadk during the past 20 years, unprecedented growth 
in this industry. From its laboratories and plants have flowed an 
ever-increasing number of new drugs with tremendous potentiality 
for good and harm. 

In 1940, the annual value of all ethical drugs produced in this coun- 
try was less than $0.5 billion. The value is now estimated to be in 
excess of $1.8 billion, exclusive of that exported. 

Over 75 percent of all ethical drugs prescribed by physicians today 
were not available 20 years ago. An industry witness testified before 
this committee that about 75 percent of the drugs now marketed by 
his company will be obsolete in 10 years. 

It is predicted by reliable authorities that the ethical drug indus- 
try will experience an even greater growth during the next 10 years 
and that new drugs will be made available at an accelerated rate. I 
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believe that they will be more potent and that their manufacture and 
regulation will be more complex. 

The testimony already given to your committee covers a broad 
range of subject matter. I will confine my testimony to the following 
arene where the Food and Drug Administration has a major respon- 
sibility : 

(1) "FDA's control of the composition of ethical drugs. 

(2) New drugs and their clearance by FDA. 

+3 Certification of antibiotics and insulin. 

4) Illegal distribution of prescription drugs. 

In addition, I will comment on the issues which have arisen during 

the hearings including those concerning Dr. Henry Welch. 


FDA’S CONTROL OVER THE COMPOSITION OF ETHICAL DRUGS 


Requirements of the law 


The Federal Food, Drug, and Cosmetic Act seeks to insure the in- 
tegrity of our drug supply by defining the conditions under which a 
drug is adulterated or misbranded. The principal conditions are: 

(1) If it purports to be a drug recognized in the U.S.P., N.F., or 
Homeopathic Pharmacopeia, but its strength differs from, or its quality 
or purity falls below, the standards set for that drug in the compen- 
dium. Deviations from these standards are permitted by the law itself 
if the labeling plainly states the way the drug differs from the stand- 
ards. 

(2) If it is not an official drug and its strength, purity, or quality 
falls below that which it purports or is represented to possess. 

(3) If its labeling is false or misleading in any particular. 

(4) If it is a dangerous drug when used as its labeling directs or 
suggests, or if it is a drug limited to prescription dispensing and it does 
not bear the prescription legend and is not sold on prescription. 

(5) If it fails to bear adequate directions for use and adequate 
warnings for the protection of the user. 

(6) If it is insulin or a drug = or represented to be or 
containing insulin unless it has been from a batch certified by the 
Food and Drug Administration. 

(7) If it is, or if it purports, or is represented to be or contain any 
kind of penicillin, streptomycin, chlortetracycline, chloramphenicol, 
or bacitracin, or any derivative thereof unless it is from a batch certified 
by FDA. 

"The act has other provisions dealing with composition, labeling, 
and packaging which seek to insure the safety and integrity of drugs. 
But most important of these are the new drug provisions. These re- 
quire adequate pretesting of new drugs prior to their marketing by 
placing upon those who wish to introduce new drugs in interstate 
commerce the obligation of presenting adequate scientific data to the 
Food and Drug ‘Adianiniatention in the form of a new drug application 
to prove that the drug will be safe for use, under the conditions pre- 
scribed, recommended, or suggested in its proposed labeling. 

I shall discuss our new drug work more fully later in this state- 
ment. 
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I have mentioned the certification provisions and I will make only a 
brief comment with respect to them, at this point, since I will discuss 
our certification work in more detail later. 

Certification represents the ultimate in public protection against 
the hazards of impotent, partially potent, ‘al potentially unsafe drugs, 
since it requires that each batch of insulin-bearing drugs or drugs con- 
taining penicillin, streptomycin, chlortetracycline, chloramphenicol, 
or bacitracin, or derivatives thereof be certified by FDA prior to 
interstate marketing. 

This makes it virtually certain that every package of such drugs put 
into the stream of interstate commerce will be potent, safe, and pure. 
Aside from expiration date labeling, storage precaution imposed, 
etc., it could not, however, prevent deterioration or loss of potency 
after interstate shipment. 


Importance of manufacturing control 


We have been saying for at least 20 years that we believe that it 
requires a great deal of technical knowledge as well as properly 
utilized procedures to produce modern drugs that will meet all the 
requirements of modern medicine and of the law. 

Our experience has demonstrated the soundness of that position and 
it is even more true today as the complexity of drugs and their dosage 
forms increase. Adequate and extensive control from the time the 
raw materials enter the drug plant to the time the finished drug 
reaches the patient is essential if both patient and clinician are to have 
confidence in the drug prescribed. 


Elements of a good control system 


A good control system safeguards against human error and machine 
failure. It requires the plant to have adequate facilities for all phases 
of its operation. It requires a control laboratory with adequate facil- 
ities and personnel to make all necessary tests for determining iden- 
tity, strength, quality, purity, and safety of each lot of each product 
manufactured. It requires personnel who are intelligent, well- 
trained, knowledgeable, experienced, and of high integrity. No sys- 
tem of control can be successful if the personnel are incompetent or 
careless. 

First step in control is to insure proper identity, strength, quality, 
and purity of raw materials used in drug production. This involves 
adoption of well-defined standards for each raw material used in the 
drug and of appropriate methods for checking compliance with the 
standards. 

It provides for proper apportionment of raw materials to the manu- 
facturing batches and chbeken which will assure that the proper 
amount of each raw material and each ingredient is incorporated in 
the formula and properly dispersed throughout the drug. 

It insures against the loss of any component or the unintentional 
introduction of any foreign substance. 

A final step in control is to test the finished product to make sure 
it has the identity, strength, quality, and purity stated in labeling. 

Adequate control involves development and use of appropriate 
methods for checking compliance with standards or labeling claims. 
Various tests are made such as tests to determine disintegration time 
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in the case of tablets, sterility and pyro nicity in the case of inpect- 
ables, and sterility in the case of ophthalmic and other solutions. 

It requires a final check of the finished drug just before it is pack- 
aged into the container in which it will be distributed, and the quan- 
titative yield is checked for comparison with the theoretical. Any 
discrepancy must be reconciled. Representative samples of the full 
packaged and labeled drugs are submitted to the laboratory for qual- 
itative and quantitative tests of composition. 

Good controls include studies of stability or shelf life of the drug 
under various conditions of storage and use. If the drug deterio- 
rates, an expiration date should be determined and printed on the 
label so the drug will not be used after the expiration date. 

If we fail to insist upon good control, the result will necessarily be 
a decline in purity a safety of drugs reaching the American pub- 
lic. The very method of operation that was responsible for the 
tragedy that led to the enactment of the new drug section of the 
present law could return. 

You will recall that in 1937 a drug manufacturer, believing that 
a liquid solution of sulfanilamide would be more acceptable to the 

atient than a tablet, used an industrial chemical that had thereto- 
ore been widely employed as an antifreeze. Animal testing would 
have exposed the danger from this poisonous elixir. But the manu- 
facturer did not test his liquid. His mixture of sulfanilamide killed 
over 100 people, before we could remove stocks from the market. 

We have never hesitated to impose on the drug industry, within the 
limits of our authority under the law and our appropriations, 
whatever requirements are necessary in this area of scientific con- 
trols. Scientific control is absolutely essential in modern drug man- 
ufacturing. Drug manufacturers who do not have adequate scien- 
tific control facilities, are toying with the health of the American 

eople. 
' Gur experience has shown that those who do not have proper con- 
trols are more likely to produce substandard drugs. the point I 
would like to emphasize is not whether the drug manufacturers are 
large or small, but whether they have the scientific personnel and 
laboratory control to produce pure, reliable, and safe drugs. The 
law imposes the same responsibility on them all. 


Plan of enforcement 


Our enforcement programs on prescription drugs involve an eval- 
uation of the scientific facilities a manufacturer has and a determina- 
tion of whether these facilities are likely to result in the production 
and marketing of legal drugs. 

We do this largely through inspection of the factories and the col- 
lection and analysis of samples when inspection shows inadequate 
controls or other deficiencies that are likely to result in violative 
products. Obviously, the number of our inspections and samples 
are limited to the facilities made available to us. When the inspec- 
tion shows adequate scientific controls, no samples or a considerably 
smaller number may be collected for analysis. When the inspection 
discloses weaknesses which may result in the distribution of sub- 

otent or improperly labeled drugs, we collect and examine a much 
arger number of samples. This system is the best approach we 
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have been able to develop to get the most out of our limited resources. 

The factory inspection approach has the additional advantage of 
detecting potential hazards at their source and thereby making it 
—_ to correct the moray before patients are exposed to the 

azards of illegal products. This same rrinciple applies to food 
drugs, and cosmetics. In this connection you shoul r in mind 
we have some 500 inspectors to deal with about $70 billion of com- 
merce in food, drugs, and cosmetics, plus responsibility of regulating 
all importations of all these commodities. 

Under this plan, we inspected approximately 500 manufacturers of 
ethical drugs during fiscal year 1959. ‘There are in the neighborhood 
of 1,300 such firms doing business in this country which means that on 
the average it requires between 2 and 3 years for FDA to make one 
inspection of each manufacturer in this industry. 

As a matter of fact, the coverage is not even that good because the 
inspections that are made are far from complete. This is true, in part, 
because their operations are so complex, diversified and huge and, in 
part, because our authority to inspect manufacturers of drugs was 
severely restricted when Congress passed the factory inspection amend- 
ment in 1953, with the result that many manufacturers, both large and 
small, now decline to permit our inspectors to inspect significant 
phases of their drug operations. 

In these cases we must depend more on the collection and examina- 
tion of samples from interstate shipment to check on the quality of 
their output. 

During fiscal year 1959 we collected and examined 1,531 official 
samples of prescription drugs produced domestically, which, of course, 
represent a minute proportion of this $1.8 billion industry. We 
found 123, or approximately 8 percent, to be violative. 

This does not mean that 8 percent of the drugs on the American 
market are adulterated. As I stated earlier, FDA is selective in its 
sampling program, and we confine sampling to drugs which we have 
reason to believe may be misbranded or adulterated. 

The violative samples represent shipments which were violative 
when shipped, as well as hese which deteriorated after shipment. 
However, this does not tell the entire story as to the regulatory prob- 
lem in this area. In addition to the legal actions, 27 drugs were in- 
volved in nationwide recall programs, because of very significant vio- 
lations such as deviation from declared potency, lack of sterility, 
mixup in the labeling, etc. 

The only conclusion that can be drawn from these facts is that the 
coverage being given this industry through inspection and analyses of 
samples is inadequate and this applies to both large and small firms 
alike. 

Purity and quality of drugs being marketed 

One of the issues that has been raised by this committee and by 
many witnesses who have testified before it is whether the purity and 
quality of the prescription drugs being manufactured in this count 
are such that a physician can prescribe any — by generic name wit 
confidence, irrespective of the manufacturer of that drug. 

We have examined our records for the past 10 years, and I would 
like to now present a summary of our enforcement in the prescription 
drug field since 1950. 
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Senator Kerauver. You have quite a number of tables here. Shall 
we make them exhibits, Mr, Dixon ? 

Mr. Dixon, We can put them at the end of his statement without 
any exhibit numbers as part of his statement. 

Mr. Larriox. They would be more meaningful if they were inserted. 

Senator Keravver. All of the tables that you referred to will be 
placed in the record at the end of your statement. I think it will be 
more helpful that way. We will study them. 

Mr. Larrick. Tables 1 and 2, which I request be inserted in the 
record at this point, summarize the regulatory history of 32 drug 
manufacturers whose names appear in the record of the hearing of 
this committee up to about January 1, 1960. 

Table 3 which I request be inserted in the record at this point 
shows all of the violations based on composition that have been un- 
covered during the period of January 1, 1950, to approximately 
March 1, 1960. 

Table No. 4, which I request be inserted in the record at this point, 
summarizes the number of samples involved in court actions during 
the past 10 years where the violation was that the drug did not 
comply with the standards of the U.S. Pharmacopeia or the National 
Formulary. 

Table 5, which I request be inserted in the record at this point, is 
a summary of table 4 and shows that during the past 10 years there 
have been 121 separate court actions involving products which fail 
to comply with the USP or the NF. 

This represents 174 samples of 99 separate drugs. There were 78 
firms responsible for these violations. Section B on table 5 sum- 
marizes the violative official drugs that have been found during the 
last 10 years which resulted from deterioration after the drugs left 
the manufacturer. These may or may not involve inadequate control. 

Table 6, which I request be inserted in the record at this point—— 

Senator Keravver. Not at this point. All tables will be inserted 
following your statement. 

Mr. Larrick. My request is to have it so it follows the testimony, 
but I don’t really care. 

Senator Knravver. I think it would be better if all the tables 
appear at one place, 

Mr. Larrick. Wherever I said “at this point,” if you care to, I 
will be glad to delete it. 

Senator Krravver. They will be inserted in sequence immediately 
following your statement. 

Mr. Larrick. That is quite acceptable, sir. Thank you. 

Table 6, which I request be inserted in the record, shows the regu- 
latory history during the past 10 years of 28 firms who sell some 87 
percent of the total volume of prescription drugs in this country. 

Table 7, which I request be inserted in the record, summarizes the 
regulatory history of these 28 firms. It shows that’ during the past 
10 years we have examined 8,376 samples representing the « output of 
these manufacturers and have found 4 violations based on composi- 
tion. ‘The lower part of table 6 shows the regulatory history of all 
other prescription drug manufacturers which reveal that the remain- 
ing approximately 1,200 firms produce in the neighborhood of 13 
percent of the prescription drugs. During the past 10 years we have 
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instituted 484 legal actions representing the output of 235 of these 
manufacturers. 

Tables 8 through 18 which I request be inserted in the record at this 
point, summarizes the drug recalls for the years 1950 through 1960, 

It is our conclusion, based on admittedly inadequate coverage that 
we have been able to give the prescription drug industry, that the 
major proportion of the prescription drugs being manufactured in 
this country are legal from the standpoint of composition. Practically 
all of the violations based on composition represent the output of 
manufacturers who either did not have adequate control or whose 
control systems failed. 

As I stated in the beginning, the facts are that those manufacturers, 
large and small, who have adequate scientific personnel and controls 
are producing pure and safe drugs while those that do not have such 
controls are likely to violate the Food, Drug, and Cosmetic Act. As 
a matter of fact, we occasionally encounter a violation by a manufac- 
turer whose controls are beyond reproach, which simply emphasizes 
the fact that even with the best scientific controls human error will 
occur. But it occurs less frequently with those firms who rely on 
properly trained scientists and with much greater frequency in the 
case of those firms who rely on improperly trained and unqualified 
employees who have neither the understanding of modern drug manu- 
facturing nor the appreciation of the serious responsibility that rests 
on those who offer drugs to sick people. 


Proposals for better control over the composition of drugs 

In view of the importance of scientific control to insure the composi- 

tion of drugs, this logically raises the question whether we should not 
ropose, to the committee of the Congress with legislative responsibil- 

ity in this area, new provisions to require the adoption and use of ap- 

ee manufacturing and control procedures by firms producing 
rugs not subject to the new drug provisions of the law. 

This situation is one that certainly can be improved. A drug is 
adulterated under present law if it was prepared, packed, or held under 
insanitary conditions whereby it may have been contaminated with 
filth or rendered injurious to health. But the drug is not adulterated 
if it is produced in a totally deficient manufacturing plant and with 
totally inadequate control procedures to guarantee its compliance with 
the law. We simply must have the authority to make a proper inspec- 
tion to determine whether these facilities exist and are used, and we 
believe it would be desirable if the Congress were to provide that a 
drug shall be deemed to be adulterated if it has been prepared or 
packed in manufacturing facilities or under control procedures where- 
by it may have been rendered below the standard of strength, quality, 
or purity it is represented or purports to possess, or whereby it may 
have been mislabeled or rendered injurious to health. ‘This would 
enable us to require by injunction proceedings the installation of pro- 
per manufacturing facilities and utilization of Spprcueeey control 
procedures. Thé proof necessary for the injunction could be adduced 
through the properly authorized inspection. 








12116 ADMINISTERED PRICES 


NEW DRUGS AND THEIR OLEARANCE BY FDA 


There are two major complaints about our new drug operations 
which have been voiced to the committee. These are that some new 
drugs have been allowed on the market on the basis of the work of 
oor selected and controlled investigators, and that these drugs are 

ing promoted by excessive direct mail and other advertising claims, 
based on premature and unsubstantiated clinical work, which do not 
give a true picture of the contraindications and serious side effects of 
the drug, but instead give an exaggerated picture as to its benefits. 
One medical witness has questioned our judgment in allowing Dia- 
binese on the market at all, and a former employee has implied that 
drugs are allowed on the market because of irresistible pressures from 
drug firm representatives visiting the New Drug Branch. 

We firmly deny that new drug applications have been allowed to be- 
come effective on the basis of inadequate laboratory and clinical in- 
vestigational work. While we have no legal right to dictate the selec- 
tion of the investigators, or to control them in their studies, we do 
have a right to make a critical appraisal of their scientific data when 
it is submitted to us. If the investigator is not a specially trained per- 
son, and if he uses inadequate investigational methods, we give his 
work little, if any, value. 

We believe that the several thousand decisions we have made in 
permitting applications to become effective, as well as the thousands 
in not making the applications effective, have been supported by ade- 
quate science and reflect sound medical judgment. 


Requirements of the law 


The Federal Food, Drug, and Cosmetic Act prohibits interstate com- 
merce in a new drug unless there is an effective new drug application 
on file with the Food and Drug Administration. This means that be- 
fore a new drug may be marketed, the sponsors of it must establish its 
safety for the purposes intended, to the satisfaction of the Food and 
Drug Administration. A new drug is defined in that act as: 

Any drug the composition of which is such that such drug is not generally recog- 
nized, among experts qualified by scientific training and experience to evaluate the 
safety of drugs, as safe for use under the conditions prescribed, recommended, or 
suggested in the labeling thereof * * * Any drug the composition of which is 
such that such drug, as a result of investigations to determine its safety for use 
under such conditions, has become so recognized, but which has not, otherwise 
than in such investigations, been used to a material extent or for a material time 
under such conditions. 

If the drug is not generally recognized as safe by the experts, the 
obligation to establish its safety rests upon those who wish to introduce 
the drug into interstate commerce. The act specifies the kind of infor- 
mation the new drug application must include, namely : 

(1) Full reports of all investigations that have been made to show 
whether or not the drug is safe for use. 

(2) A full list of the articles used as components of the drug. 

(3) A full statement of the composition of the drug. 

(4) A full description of the methods, facilities, and controls used in 
the manufacture, processing, and packing of the drug. 

(5) Samples of the drug and its components as required. 
te) Samples of the labeling proposed for use of the drug. 
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These broad requirements of the act have been implemented by regu- 
lations spelling out in detail the nature of the information considered 
necessary to establish the safety of new drugs. 


New Drug Branch—Staff and workload 


The review and processing of new drug applications is the function 
of the New Drug Branch and our Bureau of Medicine. This Branch 
is staffed with physicians and other professional personnel educated in 
the fields of chemistry, pharmacy, and pharmacology. These em- 
ployees are all highly trained and experienced scientists. 

The Branch is headed by Dr. Ralph G. Smith who holds an M.D. 
degree as well as a Ph. D. degree in pharmacology. He has been with 
FDA for about 10 years. Prior to joining the Administration, Dr. 
Smith was professor and chairman of the Department of Pharma- 
cology at Tulane University. Previous to that he was associate pro- 
fessor of pharmacology at the University of Michigan. He has no 
background of work in the pharmaceutical industry. 

The New Drug Branch today has a professional staff numbering 
20. Ten years ago the professional staff numbered but three. So 

ou see, there has been a very substantial enlargement of the staff 
ut the volume of work and its complexity has grown and further en- 
largement of the staff is mandatory. 

The volume of work handled by this Branch is evident from the fol- 
lowing facts: 

Since the new drug provisions of the act became effective to the 
end of the last fiscal year the Branch received a total of 11,987 original 
new drug applications, of which 8,354 were permitted to become fully 
effective, and 296 conditionally effective. is adds up to 72 percent 
of the total applications submitted. The remaining 28 percent were 
left incomplete, or withdrawn, or not considered, since the drugs de- 
scribed were not regarded as new drugs or were refused or suspended. 

In addition to original applications, New Drug Branch received 
11,817 supplements to effective new drug applications in the 6 years 
ending June 1959, of which 10,206, or 86 percent, were permitted to 
become fully or conditionally effective. 

It has not been necessary to formally refuse many NDA’s because 
most of the applications which fail to establish the safety of the drug 
are found to be technically incomplete and are not made effective for 
this reason or are withdrawn by the applicant to avoid outright re- 
fusal through the administrative hearing processes. 

It has not been necessary to suspend many NDA’s because the in- 
stances in which a drug has been found unsafe after an application 
became effective has been infrequent. Usually in those instances when 
marketing experience shows a drug to be unsafe, despite the safety 
data in the new drug application, the manufacturer of the drug volun- 
tarily withdraws it from the market and agrees to formal suspension. 

The drugs cleared through the new drug procedures since 1938 
constitute the most important medical advances in history. Among 
these drugs are all of the sulfa drugs except sulfanilamide which was 
exempted by the grandfather clause in the 1938 act, many of the anti- 
biotic drugs, the steroids, including sex hormones and anti-inflam- 
matory agents, corticotropin, all of the antihistamines, tranquilizers, 
antimotion sickness pills, diuretics, hypotensive agents, antico- 
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agulants, antidiabetic drugs, and many other drugs that have saved 
or prolonged lives and alleviated the pain of suffering of millions. 
The great majority of the current prescriptions being written and 
filled are for drugs that have been introduced via the new drug appli- 
cation route. 


Processing of new drug applications 


Some testimony has been given which suggested that the review of 
NDA/’s by our New Drug Branch may in some instances have been 
superficial. I categorically deny all such suggestions and accusations. 
Thus a discussion of how NDA’s are processed and the factors which 
enter into a decision to permit an NDA to become effective is 
appropriate. 

All parts of each new drug application are thoroughly studied by 
FDA scientists. They are subjected to staff review within FDA and 
where necessary outside scientists are consulted, including those who 
have had firsthand experience with the drug. 

After an application is received, it goes to the Chief or Assistant 
Chief of the New Drug Branch, both of whom are physicians, for 
preliminary review and assignment of responsibility to a medical 
officer for the evaluation and final decision. 

A duplicate copy of the application goes to the chief chemists of the 
Branch for preliminary review and assignment to a chemist for study 
and evaluation of the manufacturing methods, facilities, and controls, 
for check on agreement between composition of the drug as claimed in 
its labeling, and composition as shown by the description of manu- 
facturing procedures, and for technical review for compliance with the 
labeling requirements of the act. 

The medical officer to whom the application is assigned studies all 
of the information in the application with respect to safety of the 
drug, its composition, and the proposed labeling. 

The application is reviewed by* other FDA scientific divisions, as 
appropriate, in special subject matter areas. For example: 

1. Animal experimental data to show safety and all data obtained 
by bioassay procedures are reviewed by the Division of Pharmacology. 

2. If the foi is a noncertifiable antibiotic drug, the application is 
reviewed by medical officers, chemists, and bacteriologists in the Di- 
vision of Antibiotics. 

3. If the drug is an antiseptic or involves special bacteriological or 
sterility problems either from the standpoint of manufacture or in- 
tended use, the application is reviewed by scientists in the Division of 
Microbiology. 

4, If the drug is a vitamin, mineral, amino acid, or similar prod- 
uct, the application is reviewed by scientists in the Division of Nutri- 
tion. 

5. Those parts of an application which are the special responsibility 
of the chemists in the New Drug Branch are, when appropriate, re- 
viewed by scientists in the Division of Pharmaceutical Chemistry, as, 
for example, with respect to unusual assay methods. 

6. If biological data from animal or clinical studies require statisti- 
cal analyses to determine their significance, the application is reviewed 
in the statistical unit of the Bureau of Program Planning and Ap- 
praisal. This unit may also review sampling and assay (particularly 
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bioassay) procedures from the standpoint of reliability for control 
purposes. 

7. Applications for over-the-counter drugs are reviewed in the Drug 
and Device Branch, Bureau of Medicine, with respect to labeling prob- 
lems, e.g., whether the drugs bear adequate directions and warnings. 

8. In the case of veterinary drugs which may leave residues in foods 
derived from the treated animals, the Food Additives Branch of the 
Division of Food and other appropriate staff units will review the 
application. 

9. Research and Reference Branch of the Bureau of Medicine may 
conduct a search of the medical literature for published articles about 
the drug or related drugs. Any such articles are reviewed by the 
medical officer to whom epciialbitite for evaluation of the drug has 
been assigned. A similar literature search may be made for the chem- 
ist to obtain background information about analytical procedures for 
the drug. 

10. The Division of Biologics Standards of the Public Health 
Service is consulted on any application for an article used in process- 
ing of biologicals under the Public Health Act. 

11. If there is any question about the adequacy of the manufactur- 
ing and control facilities of the applicant, the FDA field district in 
whose territory the plant is located is requested to make a complete 
factory inspection covering these points, and reports of previous in- 
spections are reviewed. 

12. When necessary or desirable, and especially when the reports 
of investigation are inadequate in number or quality, the applicant 
is requested to submit a complete list of investigators to whom the 
drug was furnished for study. A medical officer may then get in 
touch with these investigators by phone, by correspondence, or ques- 
tionnaire, or by personal visit, to obtain a more complete evaluation. 

13. Unusually difficult applications are the subject of special 
analysis and group discussions by appropriate representatives of the 
Bureau of Medicine and other scientific bureaus and divisions. 

14. Where necessary, applications presenting unusual problems may 
be submitted to the Division of Medical Sciences of the National Re- 
search Council for evaluation and recommendation. 

15. Where necessary in the case of unusually difficult applications, 
a discussion panel may be constituted from the experts who investi- 
gated the drug to receive the evaluation and recommendation of this 
group. 

16. Occasionally, while a new drug application is under considera- 
tion, there may be scientific meetings sponsored by professional as- 
sociations or by the applicant as symposia on the experience of in- 
vestigators who studied the drug. Wherever possible, the FDA med- 
ical officer to whom the application is assigned attends such meetings. 
The medical officer responsible for the NDA makes his own evalua- 
tion of the medical data and considers evaluations and recommenda- 
tions of the staff and scientific divisions. 

A. new drug application becomes effective on the 60th day after its 
filing unless by written notice the Secretary of Health, Education, 
and Welfare or those to whom he has delegated responsibility post- 
pones the effective date to not more than 180 days after its filing to 
enable him to study and investigate the application. 
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If the responsible medical officer decides that the NDA should be 
permitted to become effective, this represents an institutional decision 
that the drug is safe for use under the conditions and in the dosages 
prescribed in the labeling. If he is not satisfied that the drug is safe, 
the FDA advises the applicant that the application is inadequate to 
establish safety and unless it is withdrawn, proceedings will be ini- 
tiated to deny the application. 

Obviously, any decision with respect to a new. drug is important, 
and our Bureau of Medicine is well aware of the tremendous re- 
sponsibility it bears. FDA has been variously accused of being an 
insurmountable obstacle in the introduction and marketing of valu- 
able new drugs because we are too exacting in our insistence upon the 
last iota of evidence of safety, and that we are too lenient and permit 
the marketing of unsafe and inadequately tested drugs. Neither of 
these accusations is correct. On the contrary, the record for the past 
22 years shows that the judgments made under this setion of the 
law—which are some of the most complex scientific judgments that 
have to be made today—have stood up under the test of actual clini- 
cal experience. We have not had a repetition of the type of disaster 
that brought the new drug section into the law, and will not under 
the present procedures, 

The safety of a drug cannot be considered as an absolute value to 
be determined with a computing machine or measuring stick. All 
potent drugs, old and new, have a potentiality for harm, 

If we were restricted in our decision on whether to clear a new 
drug for distribution solely to those that are harmless, then we 
would have none of the life-saving drugs like the sulfa drugs, corti- 
costeroids, tranquilizers, et cetera. So the medical officer and the 
other scientists must evaluate safety in the light of the good inherent 
in the drug and balance it against the hazards. If the good in sav- 
ing lives or alleviating suffering clearly outweighs the hazards, he will 
permit the NDA to become effective under labeling which clearly 
sets forth the hazards of the drug, the contraindicated conditions, the 
side effects, cautions to be observed, warnings, and directions for use 
which reduce to a minimum the danger inherent in the use of the 
drug. 

Verification of data submitted 


Any dislussion of processing of new drugs must include a state- 
ment of the extent of FDA verification of the data submitted with 
a new drug application. Theoretically, it may be possible for a new 
drug application to be made effective for an unsafe drug on the basis of 
a cleverly falsified information in an application. This is so because 
it is impossible under present conditions of budget and staff to repeat 
for confirmation the animal and clinical experimentation reported in 
the NDA. Duplication of such laboratory and clinical tests would 
require enormous facilities and tremendously enlarged staff. 

However, it is extremely improbable that falsified or synthetic re- 
ports of biological studies would pass for long the scrutiny and re- 
view of competent scientists without arousing suspicion. Each of 
the persons who reviews a new drug application brings to it a special 
background of scientific and_ technical ana and experience 


which assures a maximum of discernment. In addition, title 18, sec- 
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tion 1001, of the Criminal Code makes it a criminal offense for a 
person knowingly to give a false or fictitious statement or report to 
the Government. This serves as a deterrent to the falsification of 
data. 

The fact that FDA does not repeat the laboratory or clinical work 
reported is not to be construed as an indication that FDA does not 
verify the statements in the NDA. As I stated earlier in discussing 
the processing of NDA’s, FDA may, and when advisable does, com- 
municate directly with the researchers themselves to obtain addi- 
tional information or data, or to discuss some aspect of the work. 
In my opinion, however, FDA should have more facilities to check 
more of the laboratory and clinical results by tests made by the 
FDA or under its supervision. 

The FDA has an active enforcement program dealing with new 
drugs. Our field districts are furnished copies of all A’s. In- 
vestigations are made to determine the accuracy of the statements 
relating to control and facilities whenever the district has reason or 
belief to question them. These investigations have at times brought 
to light misstatements or untruths in some of the NDA’s. Any state- 
ment tending to arouse suspicion may provoke an investigation to 
establish the NDA’s veracity, or lack of it, but facilities are not avail- 
able to make adequate routine check of controls and facilities. 

Last January a consulting chemical laboratory in Philadelphia, 
Pa., was prosecuted in a 10-count information charging violation 
of the Federal Food, Drug, and Cosmetic Act. The Thariberh 
known as Wyanel Laboratory, acted as a testing laboratory for various 
drug manufacturers who do not have their own facilities for such 
tests. Named as defendants were the Harvey Pittinger Co., a cor- 
poration, and its president, Eugene L. Cohen, both of whom traded 
as Wyanel Laboratory. FDA investigated the firm because we sus- 
pected that the reports of assay the firm was furnishing its clients for 
submission with the new drug applications were fictitious. An exten- 
sive investigation by FDA confirmed these suspicions. We found 
that the firm was completely faking some of its reports of assays, 

doing no analytical work but submitting reports of assay based upon 
the composition declared on the label of the product. 

Because the assays for clients were unreliable FDA sampled the 
output of 15 manufacturing houses utilizing the services of Wyanel 
Labs. We obtained a total of 281 samples between July 1957 and 
June 1958 of which 22 or 7.1 percent were found significantly viola- 
tive. Eight of the 14 firms relying upon Wyanel Labs. for control 
testing of their products shipped violative drugs. The defendants 
were charged with causing 10 of these violations by submitting to the 
shippers false reports of assay which indicated compliance with label 
statements of potency whereas the products did not comply. The 
false reports were responsible for the firms’ shipments of their defi- 
cient drugs in interstate commerce. Table 19 which I request per- 
mission to insert into the record, summarizes the results on samples 
representing the output of manufacturers who relied on Wyan-l. 

On February 19, 1960, the defendants pled nolo contendere and 
were fined; defendant Cohen also received a 1-year prison sentence 
which the judge suspended. Cohen is now on 3 years probation, one 
of the terms of probation being that all assay reports issued by the 
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defendants should reflect operations actually performed on samples 
and in the manner and procedure shown in the assay reports. In 
addition to the criminal action, we refused to make any more appli- 

cations effective where the firm was involved, and we took steps to 
require that past applications placing reliance on the firm be amended 
to provide adequate control procedures. 


Followup after NDA becomes effective 


The followup once the NDA has become effective is of importance. 
Clinical and animal studies are in reality pilot studies. ntoward 
reactions may not become manifest during the treatment of 2 or 3,000 
patients during the period of clinical study, but may show up only 
after the drug ‘has been subjected to use by millions of patients. 

Man cannot, as yet, create simply and directly ideal new drugs with 
only desirable properties. The undesirable properties sometimes show 
up tardily. 

After the NDA has been made effective the drug is placed on the 
market. FRA within the limits of its facilities maintains surveil- 
lance to determine whether physicians are finding any unusual side 
effects or injuries not revealed by the premarketing studies. This is 
accomplished through continuous review of current medical literature, 
through participation in clinical symposia, through direct_personal 
contacts with the medical community including clinicians in Veterans? 
Administration, Army, Navy, and Public Health Service Hospitals, 
through cooperative arrangements with committees of medical spe- 
cialty” associations, through receipt of consumer and physician com- 
plaints of drug injuries, and through direct checks with drug manu- 
facturers. T his ty pe of review will ‘be increased. 

There is nothing in the present law that requires’ a manufacturer 
systematically to report his clinical experience with a new drug. This 
deficiency in the law needs to be cor rected in order that we will have 
free access to the firm reports covering clinical experience. We will 
ask the appropriate legislative committees to consider this problem. 

Some years ago, the FDA initiated a study of methods for selected 
hospitals systematically to report adverse reactions on drugs. ‘This 
is now being developed into a broader program. Hospitals currently 
participating include the following, and arrangements are under dis- 
cussion with a number of other major hospitals. 

Yhildren’s Hospital, Washington, D.C. 

Los Angeles County General Hospital, Los Angeles, Calif. 
George Washington University Hospital, Washington, D.C. 
University of Virginia Hospital, Charlottesville, Va. 
University Hospital of Wisconsin, Madison, Wis. 
Oakwood Hospital, Dearborn, Mich. 

St. Joseph’s Hospital, Providence, R.I. 
Western Pennsylvania Hospital, Pittsburgh, Pa. 

Walter Reed Army Hospital, Washington, D.C. 

U.S. Naval Hospital, Bethesda, Md. 

U.S. Public Health Hospital, Baltimore. Md. 


Also participating in this program are the American Association of 
Medical Record Librarians, American Society of Hospital Pharma- 
cists, American Hospital Association, and the American Medical As- 
sociation. The program goes beyond new drugs and covers all drugs 
which are responsible for any untoward effect. Such untoward effect 
may be due to overdosage (therapeutic, accidental, or homicidal), 
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intolerance, side effects, secondary effects, allergy or idiosyncrasy, or 
error in compounding, labeling, or packaging, or from some deficiency 
in the manufacture of the drug or in its preparation for use. 

Valuable information is anticipated from this program to aid in the 
resolution of medical and administrative problems under the Food, 
Drug, and Cosmetic Act. We hope to disseminate noteworthy infor- 
mation developed to the medical and allied professions. 

Promotion of new drugs to physicians 

There has been considerable testimony before this committee about 
false or misleading promotional literature for new drugs sent to phy- 
sicians. We are aware of that situation and have been concerned 
about it. This is an important problem currently confronting FDA. 
We will be able to deal with this problem in part through a revision 
of current regulations. 

Before we permit new drug applications to become effective we re- 
quire, for prescription drugs, that the labeling have adequate infor- 
mation to permit safe use by the medical profession. This includes 
indications, dosage recommendations, effects, contraindications, side 
effects, precautions, and warnings. Frequently, the labeling initially 
submitted exaggerates the safety and omits or minimizes the hazards, 
limitations, and disadvantages of the new drug. We do not permit 
the application to become effective until revisions are made which re- 
sult in labeling which is generally as sound and informative for all 
aspects of safe use as can be achieved by competent medical scientists 
on the basis of the available information. 

However, pharmaceutical manufacturers usually promote their 
products to the medical profession through the distribution of great 
quantities of literature by direct mail and by personal “detailing.” 
Such literature may be distributed without any request for it by the 
physicians and may differ in some respects from the cleared labeling 
in the NDA. In many cases this promotional material is clearly 
labeling subject to the Food, Drug, and Cosmetic Act. In such cases 
interstate lots of drugs associated with false or misleading promo- 
tional material would be subject to seizure and the shipper would be 
liable to criminal prosecution or injunction proceedings to restrain 
further violations. Moreover, the use of such unauthorized labeling 
would provide a basis for suspension of the new drug application. 

Such promotional material is not now being precleared by FDA. 
If it were, we have inadequate funds to permit a review of the moun- 
tain of such literature the industry prepares and distributes. We 
could not review it without a very substantial increase in staff. But 
we are going to check as much of it as we can. 

A handicap in curbing exaggerated claims for new drugs is the diffi- 
culty in appraising therapeutic efficacy for new drugs. Often, the 
only scientific evidence available regarding the safety and efficacy of 
such drugs is derived from the research done and data acquired by the 
manufacturer and promoter of the new drug. Any allegation we 
may make that ialeiliona claims for a new drug are false and mislead- 
ing must be supported by convincing evidence presentable in court. 
This could be difficult if not impossible for drugs which are entirely 
new and for which there is no broad background of use and exper- 
ence. This difficulty could be overcome by independent clinical and 
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laboratory study of each new drug but this is not possible under exist- 

ing appropriations. 

Adequacy of the new drug provisions of the act in assuring safety of 
new drugs 

The development of new drugs is expected to continue, and probably 
at an accelerated rate. In fiscal 1959, FDA received 448 original 
NDA’s of which 79 were for animal use. We also received 1,736 
supplements to NDA’s already effective. While the New Drug Branch 
has had an almost sevenfold increase in professional staff in the past 
decade further substantial growth is necessary and adequate funds will 
have to be appropriated if we are to do the job assigned. 

Some 8,500 applications for new drugs were permitted to become 
effective since 1938 and the drugs marketed have been used on millions 
of patients in billions of doses, The number of adverse reactions or 
mishaps which came to our attention is not large. 

Our experience convinces us that the new drug provisions as admin- 
istered by FDA have been a stimulus to rational therapeutics and to 
sound scientific new drug research and development. We are con- 
vinced, too, that the controls imposed by the new drug provisions aided 
the tremendous revolution in medicine which occurred during the past 
20 years. 

hile the new drug provisions may be reasonably adequate, enforce- 
ment problems remain, These stem in part from inadequate funds 
and difficulty in attracting and holding competent scientific and medi- 
cal personnel. We must compete with the outside opportunities and 
the attractive offers from private industry. There has been a con- 
siderable turnover in personnel in our Bureau of Medicine. 

FDA’s program for checking new drugs on the market for their 
identity, strength, quality, and purity has not been adequate. Recent 
staff increases has made it possible for us to plan increased activity 
in this area. Additional staff increases are required in the New Drug 
Branch and in our laboratories in Washington and the field so that 
the assay methods and other characteristics of new drugs can be 
checked in our laboratories, improved when necessary, and employed 
for routine spot checking of the integrity of new drugs. 


Proposals for better FDA control over new drugs 


We plan hereafter to make new drug applications fully effective only 
after we have had an opportunity for our inspectors to observe the 
actual manufacturing and control procedures, when this is important 
in the safe marketing of the new drug. This will be done by notifying 
the firm, within the statutory time limits, that the application is con- 
ditionally effective on the basis of representations in the application. 
But the final approval will be withheld until the firm notifies us in 
advance of making its first production batch, so that we may have an 
inspector on hand to observe, and thus to be satisfied that the actual 
conditions in use are the conditions represented to us. If the manu- 
facturing firm is using an outside control laboratory, this would in- 
volve inspection of that laboratory. For there is where the weakness 
in controls sometimes appears. 

_ We believe this will go a long way in impressing upon the firms the 
importance of using the methods, facilities, controls, and procedures 
described in the new drug application. This will also offer us an 
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opportunity to be sure that the labeling, both that on the immediate 
package and any collateral material used as a package insert, or as 
direct mailing, conforms to the labeling plan we have approved in the 
new drug application. In short, we can thus be sure that the intro- 
duction of the new drug starts off on the right foot. 

We need to do more in following the manufacturing and control 
proocedures after the application has become effective, to watch for 
changes in the promotional material inconsistent with the new drug 
applications, and to follow more closely the actual clinical experi- 
ence with the drugs as their use unfolds it. This we plan to do within 
the limits of our legal authority and our resources. 


CERTIFICATION OF DRUGS 


Earlier I mentioned the requirement for certification of certain 
drugs. The Food, Drug, and Cosmetic Act provides for certification 
of only insulin and the antibiotics penicillin, streptomycin, chlortetra- 
cycline, chloramphenicol, and bacitracin. 

Certification of drugs can be regarded as the ultimate in control. 
It offers great service to the public because each and every batch is 
double tested by the manufacturer and the FDA before it is dis- 
tributed. Manufacturers have to keep records of distribution of each 
batch. If a recall becomes necessary, the batch can be promptly 
removed from the market. Inspection of manufacturers can be made 
to be sure that he has the proper manufacturing facilities and control 
procedures before manufacture of products begins. 

As a preliminary to certification, proof of safety and efficacy is 
required, thus preventing the distribution of worthless or unsafe prep- 
arations. Certification permits better control of labeling since all 
labeling has to be reviewed prior to certification. Finally, certifica- 
tion permits immediate cessation of manufacture and distribution by 


FDA’s refusal to certify in the event something seriously wrong should 
develop. 


Proposals inwolwing certification of drugs 


There are many antibiotics which are not required to be certified 
such as Kanamycin, erithromycin, oxytetracycline, and oleandomycin. 
These have been treated as new drugs and cleared through our new 
drug procedures. But the anomalous situation exists today that some 
of the antibiotics have to be certified, others do not. We believe legis- 
lation should be enacted to extend the certification provisions to all 
antibiotics. 

The last time there was any legislation extending certification of 
antibiotics was by the 81st Congress, which passed Public Law 164 
requiring pretesting and certification of batches of drugs consisting of, 
in whole or in part, chlortetracycline, chloramphenicol, bacitracin, or 
any derivative thereof. 


ILLEGAL DISTRIBUTION OF PRESCRIPTION DRUGS 


The Durham-Humphrey amendment to the Food, Drug, and Cos- 
metic Act enacted in 1951 prohibits the sale without a prescription of 
drugs which are too dangerous for use in self-medication. The labels 
of such drugs prior to dispensing must bear the statement, “Caution: 
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Federal law prohibits dispensing without prescription.” A serious 
social problem has arisen in the widespread illegal diversion of the 
prescription drugs, barbiturates, and amphetamines. 

The barbiturates are sedatives and hypnotics and are used as sleep- 
ing pills. The U.S. production of heshitebeiee in 1958 was 790,000 
pounds which, in terms of doses, amounted to the staggering sum of 
3.95 billion does. People at all social levels are susceptible to their 
danger. In recent years the Bureau of Vital Statistics has been 
recording about 1,100 deaths annually from barbiturates. About two- 
thirds are classed as suicides and one-third as accidental. 

The amphetamines are stimulating drugs which, under proper medi- 
cal supervision, have proven helpful in selected cases of obesity, mental 
depression, and a number of other conditions. When misused, they 
can produce an excessive nervous system stimulation, loss of desire for 
sleep, impairment of judgment, hallucinations, and mental derange- 
ment. Billions of doses are used annually. 

An extensive traffic has developed in the sale of amphetamines to 
truckdrivers, juveniles, and criminals. 

The places of illicit distribution of amphetamines are many and 
varied, such as roadside taverns, service stations, truck stops, brothels, 
bars, retail drugstores, and unscrupulous physicians. ‘The ampheta- 
mines have been variously referred to as “bennies” and in 1955 a con- 
gressional committee made a study of the “benny” and barbiturate 
problem during the course of a broad investigation of the narcotic 
problem. The committee concluded that drug addiction and abuses 
of barbiturates and amphetamines constitute one of the gravest social 
problems confronting our Nation. 

The FDA has stepped up its activities in curbing the violations 
resulting from the illegal diversion of these dangerous drugs. In a 
14-month period from January 1, 1959, to March 1, 1960, over 80 prose- 
cutions were developed. I now would like to place into the record 
table No. 20, which shows some of the cases of illegal diversion in- 
volving large quantities of the drugs. 

At this point, I also want to put into the record table No. 21 which 
shows the frequency with which the output of certain manufacturers 
are found in these illegal diversions. It has been our experience since 
our entry into this field of enforcement that some of our manufac- 
turers, apparently, do not attempt to control the distribution of their 
output to prevent illegal diversion. We repeatedly find the output 
of some of these firms illegally diverted to unauthorized persons.* 


COMMENTS ON SOME ISSUES THAT HAVE COME UP DURING THE HEARINGS 


Testimony of Dr. Haskell Weinstein 
Dr. Weinstein made the following statements : 


(1) The patient, who not only must buy the drug, but is expected to use it, 
is often exposed to drugs which have been incompletely evaluated, and which 
not infrequently are hazardous. * * * 

(2) The physician’s problem is further multiplied by the fantastic number of 
new drugs appearing constantly. Many of these are marketed before definitive 
information about them is available. 


1A letter from counsel for one of the firms mentioned, Richlyn Laboratories, questioning 
this remark may be found on p. 13106. 





ETT 


ce nee TE 





Re 


PETIT ST EERIE GL] ees 5 


Noe 


ADMINISTERED PRICES 12127 


I have already outlined the extensive procedure used by FDA in 
clearing a new drug for safety. In the 22 years in which the new 
drug controls have been in effect only a very few new drugs have had 
to be removed from the market because of harmful effects discovered 
after widespread clinical use. It certainly is not true that the public 
is often exposed to drugs incompletely evaluated, or that the public 
is “often exposed to drugs marketed before definitive information 
about them is available” to the Government. It is true, however, that 
such drugs may be marketed before such definitive information has 
been published in the scientific literature. 

Dr. Weinstein also made the following statements: 

The FDA does not attempt to verify the claims made for any particular drug 
providing that the indications have been studied and that broad tolerances 
and safety limits have been established * * *, 

(3) On the other hand, a number of drugs have been put on the market with 
efficacy claims based on extremely meager and unobjective observations by people 
not truly qualified to make such observations. 

(4) The FDA does not determine the qualifications or objectivity of the indi- 
viduals who provide the data on which new drug applications are based. Very 
meager and uncritical observations have been allowed to serve as justification 
for granting permission to advertise and market certain drugs for life-threaten- 
ing conditions. Such noncritical action is potentially dangerous, especially if it 
encourages the use of an inadequately studied drug to supplant a proven and 
effective agent. 

The statements are substantially incorrect and seriously misleading. 
While the new drug provisions of the act are concerned primarily wit 
safety, the FDA interprets this concept of safety so broadly in the 
processing of applications for new drugs as to furnish assurance of the 
efficacy of new drugs for the purposes claimed in the labeling con- 
tained in the new drug application. This concept of safety goes far 
beyond that suggested by Dr. Weinstein’s statements. There are two 
significant concepts on the basis of which FDA does in fact require 
a demonstration of the efficacy of new drugs before applications are 
cleared. First, the case of a new drug offered for use in the treatment 
of a life-threatening disease, FDA does not conclude that the safety of 
the drug has been established if the application fails to contain ade- 
quate evidence to establish that the drug is efficacious for the treatment 
of such disease. This is particularly true when there are already avail- 
able other methods of therapy which are effective in treating such life- 
threatening diseases. 

The second concept is that in general drugs are not entirely innocu- 
ous but may have some potentiality to do harm. In such cases, FDA 
does not conclude that the safety of the new drug has been established 
unless and until the application contains adequate evidence to demon- 
strate that the usefulness of the drug outweighs its hazards. This con- 
sideration explains why FDA clears some drugs which occasionally 
produce serious toxic eifects or cause death. The basis for considering 
such drugs as safe is that the number of cases of injury or death they 
cause is extremely small in comparison to the number of lives saved or 
prolonged in cases of serious, life-threatening diseases. Chloram- 
phenico] is an example of such a drug. 

Because of the application by FDA of these broad concepts in inter- 
preting the meaning of safety in the processing of new drug appli- 
cations, with few exceptions the new drugs cleared by FDA have been 
adequately demonstrated to be both safe and eflicacious. In addition 
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to enforcing the safety concept as broadly as possible to insure efficacy, 
FDA constantly seeks in aitowinie new drug applications to become 
effective to advise manufacturers of any excessive or unsupported 
therapeutic claims for new drugs; in this way, in many cases label 
claims are held to those that are adequately supported by scientific 
evidence. However, the new drug procedures are not adequate to 
insure the efficacy of drugs which are essentially innocuous. We would 
endorse a eee that the new drug section of the Food, Drug, and 
— ct require a showing of efficacy as well as a showing of 
safety. 

Prorisines of the law other than the new drug sections are designed 
to deal with false or misleading claims. 

Dr. Weinstein makes the further statement : 

Also there is absolutely nothing in the law to prevent the manufacturer from 
completely ignoring unfavorable reports. 

This is not true. The law requires “full reports” of investigations 
which have been made to show whether or not the drug is safe for use. 
Regulations specifically call for the reporting of any “adverse effects” 
observed, and further state that unexplained omission of any reports 
made of the drug by the applicant or submitted to him by an investi- 
gator constitutes grounds for refusal or suspension of an application. 

It is true that some of the reports contained in applications for new 
drugs are meager and may be prepared by persons who are not well 
qualified or sufficiently objective in their observations to support a 
conclusion as to the safety or efficacy of a new drug. I believe it is 
clear from the description I have given of our new drug procedures 
that FDA scientists are well qualified and do consider such factors. 
Poor reports by unrecognized investigators are given little or no 
weight in a new drug application, but, of course, an application con- 
taining such reports may be cleared on the basis of other more critical 
and more reliable studies which are,included in the application. 

Dr. Weinstein in his testimony failed to cite any specific cases of 
new drugs which have been cleared by FDA that can be reasonably 
characterized as unsafe or ineffective in the treatment of life-threaten- 
ing conditions for which they are offered. The FDA will promptly 
initiate action to remove from the market any drug for which Dr. 
Weinstein or any other person can supply evidence capable of demon- 
strating that it is unsafe or ineffective for such purposes. 

Dr. Weinstein in his testimony referred to Paeres as our example 
of a drug which was inadequately tested before it was released for dis- 
tribution although, significantly, he did not state that this drug is in 
fact unsafe or ineffective for the purposes claimed in its labeling. 
Enerax is a safe and useful drug. It was adequately evaluated before 
it was released for distribution by the FDA, and we know of no rea- 
son why it should not continue to be available for use on the prescrip- 
tion of physicians. Neither the FDA nor this Department, however, 
holds any brief for any advertising of Enerax which may have repre- 
sented clinical experience with one of the components of the drug to 
be the clinical experience with the combination product itself. 
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_Dr. Weinstein made the following statement about Chloramphe- 
nicol : 

I wish to mention a related problem which has not received adequate atten- 
tion but is probably of even greater significance than the price and promotion of 
drugs, and that is the very real problem of drug toxicity. Many drugs carry 
a significant toxicity burden, but some are promoted in such a fashion as to lull 
the physician concerning the hazards involved. A case in point might be the 
antibiotic, Chloramphenicol. 

This statement might suggest that Chloramphenicol is unsafe or was 
ema pen tested before marketing, although Dr. Weinstein did not 
actually characterize the article as a drug which should be removed 
from the market because of toxicity. Chloramphenicol was initially 
cleared through the new drug procedure and shortly thereafter be- 
came subject to the provisions of the act which require certification 
of each batch as safe and efficacious. Despite the toxic potentiality 
of this drug it is a uniquely valuable therapeutic agent which unques- 
tionably should remain available for use by physicians. 

I call attention to the fact that when adverse reactions were reported 
following use of this drug, a very comprehensive investigation was 
made by the FDA, including a careful evaluation by the outstanding 
medical authorities in this country. Because of its lifesaving qualities 
it was and is the opinion of these experts that this drug should stay 
on the market with labeling required by the FDA to warn physicians 
as to its hazards. This was the view of a distinguished panel of ex- 
perts selected by the National Research Council at our request. 

Dr. Weinstein also referred to antianemia preparations with the fol- 
lowing statement : 

More subtle hazards to the patient can be cited. A good example are the anti- 
anemia preparations which in shotgun fashion are theoretically designed to treat 
anemias of all varieties. The very real danger to the patient is that such prod- 
ucts have the potential of masking, until too late, very serious conditions, 
especially cancer. 

This problem has been well known to the medical profession gen- 
erally as well as to the FDA for some years. It is a problem compli- 
cated by some unresolved questions of scientific fact, by the absence of 
a consensus of informed medical opinion, and by very difficult enforce- 
ment considerations. The FDA has had these questions under active 
consideration for some time prior to the testimony of Dr. Weinstein. 
The implication that the Government is ignoring the situation is false. 


Testimony of Dr. Henry Dolger and Dr. Sam Loube 


There was testimony before this committee by Dr. Henry Dolger 
and Dr. Sam Loube, implying that the FDA was unwise in permitting 
the NDA for Diabinese to become effective. FDA has kept a watch- 
ful eye on this drug, for its hazards were known to us. e believe 
it can be used safely if the cautions and directions in the labeling 
cleared by FDA are followed. We believe it is the consensus of in- 
formed medical experts in the field of diabetes therapy that this drug 
pa cy a place in the physician’s armamentarium and should be 
available. 
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Sale of drugs by generic versus trade names 


Another issue that has been discussed extensively before this com- 
mittee is whether drugs may be purchased by generic names in confi- 
dence that they are correctly labeled as to potency, purity, quality, 
and safety. ; 

Section 501(b) of the act requires that drugs which purport to be 
or are represented as drugs, the names of which are recognized in the 
U.S.P. or N.F., comply with the quality and purity standards of those 
in the compendia unless the deviation is plainly stated on the label. 
Section 502(e) requires that for a drug not designated solely by a 
name recognized in the U.S.P. or N.F. its label bear (1) the common 
or usual name of the drug, if it has one, and (2) a statement of active 
ingredients by their common or usual names. ‘The generic name ordi- 
narily is the recognized common or usual name. 

The U.S.P. and N.F. standards have been the subject of testimony 
before this committee and their role in assuring the purity, quality, 
potency, and safety of our drug supply has been discussed. 

We eee that in general the standards are adequate. But they 
apply only to strength, quality, and purity. They afford protection 
HS lie they have limitations such as occur because there is some 
time lag between developments in the drug field and changes in the 
standards to reflect these developments. 

This is not to say that because a label of a drug declares it to be 
U.S.P. or N.F. it necessarily complies with the standard of potency, 
quality, and purity set forth in the compendium. The standards 
serve a purpose only if they are complied with. We have brought 
many legal actions against products which purported to be or were 
represented as being U.S.P. or N.F. products but which failed to 
measure up to the standards specifications. In the decade February 
1950 through January 1960 we instituted court actions involving 174 
samples of drugs labeled as U.S.P.,or N.F. but which failed to meet 
the standards in some significant way. The 174 samples represented 
the output of 77 different firms. 

It is obvious, therefore, that we cannot insure the integrity of any 
drug, marked as U.S.P. or N.F., without an assay of that drug. 

The heart of the question is whether the drug, whether sold by 
generic or trade name, meets the standards of potency, purity, and 
quality set for it and is not otherwise misbranded or adulterated. 
The IDA is the national policing agency to apprehend deficient and 
illegal drugs and to prevent their marketing. If we could inspect 
every shipment of drugs before it is introduced into interstate com- 
merce, we could insure 100 percent compliance. But obviously, this 
-annot be done with our present law and resources. 


FDA RESOURCES AND WORKLOAD 


For the fiscal year 1960 we received as our appropriation $13,800,- 
000. This permits us to employ a total of 1,660 employees, of which 
499 are inspectors and 472 other scientific personnel. The remainder is 
composed of executive personnel, technical personnel, administrative 
and clerical personnel, and laboratory helpers. With this money and 
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with these employees we attempt to police and regulate three enor- 
mous industries—the food, drug, and cosmetic industries—three tre- 
mendously complex and diverse industries. To give you an idea 
of the enormity of our task, consider these numbers of enterprises sub- 
ject to regulation under the Food, Drug, and Cosmetic Act: 


Wndadtrial and retdtedi ito le Over 100, 000 
Deball:  whoree. eit: oe 2 ol ot es 373, 000 
Growers of fruits and vegetables.ni.n.0n ee nanan sae senscsn 2, 000, 000 
Drus ONG DEGDTIOLETY, MOTOR cesiceccsndennenmeu ban neanseedie 56, 000 
EAC CUR TINIE oe Suis nceciactantsagichs eapnpansentidendiemah ata craimeogeamaneedandtia 820, 000 
Wholesale fruit and produce dealers_........___.-_--__--_------- 6, 000 
ORT” TENN ascii ae Seri in css ccna eg ce 16, 000 


In addition, FDA regulates some 330,000 lots of foods, drugs, de- 
vices, and cosmetics imported annually. 

Now, what can we accomplish? In fiscal 1959 we received an appro- 
priation of $10,917,000. Sixty-three percent of that was spent in reg- 
ulating foods. This means checking establishments where food is 
prepared, packed, held, or transported to make sure that sanitary 
conditions are satisfactory, that the food is clean, that it is safe and 
free from poisonous and deleterious substances, that it is packaged 
with full weight and fill, that it is not adulterated with cheapening 
ingredients, that it is not fraudulent, and that it complies with the 
many other food requirements of the Federal Food, Drug, and Cos- 
metic Act. 

Thirty-two percent of our allotted funds for fiscal year 1959 was 
spent on drugs, and the remaining 5 percent on cosmetics, devices, 
and other activities including those involved in the enforcement of 
the Tea Act, Caustic Poison Act, Filled Milk Act, and the Import 
Milk Act which FDA also enforces, 

The 32 percent spent on drugs was not confined to ethical drugs. 
The industry is a vast one and the enforcement problems are great in 
all of its ramifications. For instance, the 32 percent devoted to drug 
work included a large allotment to detect and prevent the wholesale 
diversion to illegal outlets of dangerous drugs such as amphetamines 
and barbiturates. Last year there were 72 prosecutions filed because 
of illegal sale and diversion of prescription drugs. The 32 percent 
includes our activities in the medical and nutritional quackery field. 
Nutritional quackery costs some 16 million Americans one-half billion 
dollars annually. This committee has heard testimony that some $250 
million is spent annually on quack drugs. The American Cancer So- 
ciety estimates that $50 million a year is spent on quack cancer remedies 
alone. And all this profit came from unfortunate cancer victims who 
received nothing of value in return. 

The 32 percent expended also included work on proprietary rem- 
edies, veterinary remedies, medicated feeds, new-drug application 
processing, vitamins, and other drug activity, exclusive of ethical 
drugs, where serious abuses exist. As a matter of fact, all we could 
devote to ethical and prescription drugs was 10.9 percent of our ap- 
propriation. We admit that this is not adequate to do the job of in- 
suring against impotent, underpotent, overpotent, impure, and mis- 
represented ethical drugs. 
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I believe our accomplishments in fiscal 1959 with the $10,917,000 we 
received to enforce the Food, Drug, and Cosmetic Act and the other 
laws assigned to us were noteworthy. We made a total of 21,840 
establishment inspections of which 17,296 were of food establishments, 
and 3, 765 of drug establishments. We collected and examined 29,747 
domestic samples, of which 21,264 were of foods, and 8,048 of drugs. 
We also examined 16,849 imported lots of foods, drugs, devices, and 
cosmetics, and instituted 206 prosecutions and 17 injunctions. Also, 
5,463 lots of products subject to the act offered for importation were 
refused admission because of violations of which 2,467 were drugs 
and therapeutic devices. 

I am presenting this data to you to give you an idea of our overall 
obligations to explain the need for meticulous allotment of our funds 
to areas of enforcement from which the public will derive the greatest 
good. That is why we can devote only a little over $1 million to 
regulate the ethical drug industry. Compare that with the budget of 
$6 million which I believe is the figure given to you by Capt. Herman 
R. Fohburch, U.S. Navy, on May 11, 1960, as the budget of the medical 
supply agency for inspection of drugs purchased for the military, 
which embraces only a small percentage of the people we must protect. 

While I am on the subject, I want to add to the record a state- 
ment which may help to clarity the role FDA in enforcing the drug 
provisions of the act. The record contains statements that FDA is in- 
terested only in the safety of drugs. That isnot so. The Food, Drug, 
and Cosmetic Act covers not only the safety aspects of drugs, but 
also prohibits interstate commerce in drugs which are fraudulent, 
falsely labeled, those which constitute economic cheats, and which are 
in other ways misbranded or adulterated. Checking on the safety of 
drugs is only one of the many important phases of FDA’s overall 
regulatory operations in the drug field, 

What have we been able to accomplish with the $1-million-plus 
that we spent in regulating the ethical drug field? During fiscal 1959 
we made 882 inspections of establishments manufacturing or packag- 
ing ethical drugs and collected 4,016 samples of such products, both 
from domestic as well as imported lots. This is far below the coverage 
in this field that we would like to give if we had the funds. We 
would like to make at least one inspection each year of the approxi- 
mately 1,300 drug manufacturing firms and to collect at least 20,000 
samples each year. We estimate that this program would cost $4,500,- 
000 per year instead of the estimated cost to us in last fiscal year of 
$1.081,700. 

During fiscal year 1959 FDA’s activities in the field of ethical drugs 
resulted in 41 seizures, 8 prosecutions, and 2 injunctions. There were 
also 11 recalls of dangerous prescription-legend drugs, and 749 import 
detentions, exclusive of new drugs. 

The program of enforcement in this and allied fields, such as vita- 
mins, is getting more and more costly. Modern drug and vitamins 
are complex and the cost of their assay is a limiting factor in enforce- 
ment, requiring great selectivity in the collection of samples and in 
the degree of examination we can give. Some of these preparations 
are extremely complex, and very expensive to analyze. 
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Citizen’s Advisory Committee recommendations 


The enforcement problems of FDA are being met in some measure 
by the expansion of. FDA, which has occurred since the report and 
recommendations of the Citizen’s Advisory Committee on FDA, made 
on June 30, 1955. This committee, authorized by Congress, and com- 

osed of 14 distinguished citizens from industry, labor, education, the 
Judiciary, and civic organizations, studied the policies, facilities, and 

rograms of the FDA to determine their adequacy for effective en- 

orcement of the laws administered by FDA. The committee made 
100 constructive and practical recommendations, with which FDA 
is making every effort to comply. However, compliance with practi- 
cally all of them is dependent on increased appropriation. The com- 
mittee recommended a threefold to fourfold expansion of FDA pro- 
gressively authorized by increased appropriations as they are effi- 
ciently absorbed. 

Congress has been appropriating increased funds. It made $6.1 
million available in fiscal year 1956, as against $10.9 million in fiscal 
1959, and $13.88 million in fiscal 1960. Budgeted positions increased 
from 877 in 1956 to 1,660 in 1960. With budgeted positions requested 
for fiscal year 1960, the total will approximate a two-fold expansion 
since the Citizen's Advisory Committee’s report was made. However, 
the stepped-up activities on pesticides, food additives amendment, the 
increase in our radiological work, has absorbed a large part of our 
increased forces. 

Our new Drug Branch has expanded considerably since 1955 when 
it had 9 budgeted positions and an allotment of $60,000 as compared 
to 26 budgeted positions and an allotment of $216,000 in 1960. 

The Citizen’s Committee recommended that we increase our educa- 
tional efforts to combat quackery and illegal diversion of dangerous 
drugs and to step up our enforcement work on the latter. We have 
increased our educational efforts through more frequent press releases, 
increased public appearances and addresses, public warnings, and new 
publications. We have also stepped up our drive against illegal 
diversion of dangerous drugs with the development of many prosecu- 
tion actions. 

The Citizen’s Committee recommended that increased time be spent 
on investigation of the side effects of dangerous drugs. This we are 
doing as I discussed earlier. 

There were, of course, many other recommendations both in the 
drug and food areas of enforcement which FDA is implementing as 
best it can. 

The FDA is alert to the developments in the field as they occur. It 
is staffed with qualified and dedicated personnel. Our decisions to 
permit new drugs on the market are reached only after intensive study 
of all of the facts and thorough appraisal of the safety and usefulness 
of the drugs. We will act, as we always have, to rid the market of un- 
safe drugs which serve no advantageous use. 
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DR. HENRY WELCH 


Dr. Henry Welch was appointed bacteriologist in the Food and 
Drug Administration in 1938. He served in what was then known 
as the Division of Bacteriology (now called the Division of Micro- 
biology) where he planned and conducted investigational work on 
problems of food preservation, spoilage, and poisoning, on the bac- 
teriology of various foods, drugs, and cosmetics, and performed other 
related duties. 

Before coming with FDA, Dr. Welch had earned a Ph. D. degree in 
bacteriology from Western Reserve University in 1930 and thereafter 
was associated with the Connecticut State Health Department where 
he organized and directed the research division of the bureau of lab- 
oratories. 

Approximately a year after he came with the Food and Drug Ad- 
ministration, Dr. Welch was promoted to senior bacteriologist. In 
1942, he was made Chief of the Microanalytical Division (which super- 
seded the old Division of Bacteriology). In 1943, when the new drug, 
penicillin, was first being considered for use by the Military Estab- 
lishment in the treatment of injured military personnel, the Army 
asked Food and Drug Administration to develop standards for and 
methods of testing the drug. The resvonsibility for developing these 
methods and for evaluating the safety and efficacy of each batch of 
penicillin was assigned to Dr. Welch. At this early date in the his- 
tory of penicillin, there was not enough of the drug available for the 
experimental work needed in the Food and Drug Administration. 
Dr. Welch, therefore, developed a small pilot plant and manufactured 
the penicillin used by the Food and Drug Administration to work out 
satisfactory assay procedures. 

The testing of every batch of penicillin used by our armed services 
was administered by Dr. Welch until 1945 at which time commercial 
production had increased to the point that the drug could be made 
available for civilian use. Because penicillin was produced from the 
growth of a living mold, because contamination of batches was highly 

robable if proper manufacturing techniques were not employed, 
cause as then produced it was an unstable drug, and for other rea- 
sons, Congress amended the Food, Drug, and Cosmetic Act in 1945 
to require testing by the Food and Drug Administration of each batch 
of penicillin and penicillin preparations manufactured for use in the 
United States, and certification by FDA of each batch found passable 
and allowed to go into drug channels. At this time, a new division, 
the Division of Antibiotics, was established to conduct these testing 
operations. Dr. Welch was named Director of the Division. Since 
then, other antibiotic drugs have been discovered and added to the 
list of those that required certification. These are chlortetracycline, 
bacitracin, and chloramphenicol, or derivatives thereof. 

In 1950, when the use of antibiotics in medicine was still very much 
in the development stage, the Washington Institute of Medicine 
effected arrangements whereby Dr. Welch would edit an authorita- 
tive journal called Antibiotics and Chemotherapy to be published 
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by the institute. It was uncertain at the time whether the venture 
would be profitable, but it was understood that if it were profitable, 
Dr. Welch would receive a reasonable honorarium for his services as 
editor. It was further understood that all advertising would be sub- 
ject to his personal approval to avoid false, misleading, and unauthor- 
ized claims. 

Subject to the understanding that Dr, Welch would handle his 
editorial duties outside of hours of official duty, and on the basis of 
statements by Dr. Welch indicating that this would be a bona fide 
scientific editorship, the Food and Drug Administration and its par- 
ent agency, the Federal Security Agency, approved Dr. Welch’s 
acceptance of the editorship of this journal. 

At the same time the Food and Drug Administration and the Fed- 
eral Security Agency authorized Dr. Welch and a physician also em- 
ployed in the Division of Antibiotics, Dr. C. N. Lewis, to prepare and 
publish an authoritative book on antibiotics. ‘The work performed on 
the book was to be divorced from their Governmental activities and 
performed outside official hours. The book was written and pub- 
lished under the sponsorship of the Washington Institute of Medicine. 

Dr. Welch based his subsequent editorial and publishing activities 
on this approval and oral discussions he had in early 1954 with a 
former Commissioner of Food and Drugs. 

I became Commissioner of Food and Drugs in August 1954. 

In 1956, Mr. John Connor, chairman cf a committee of the Ameri- 
can Drug Manufacturers Association, indicated to me that some drug 
firms had some questions about Dr. Welch’s publishing activities. T 
asked Dr. Welch and Dr. A. H. Holland, Jr., then Director of our 
Bureau of Medicine, to talk with Mr. Connor about the matter. They 
did so, and I was given to understand that all of Mr. Connor’s ques- 
tions were satisfactorily answered. 

In a memorandum he wrote me on July 24, 1956, about his con- 
versations with Mr. Connor, Dr. Welch advised me that he had no 
business connection with MD Publications (the publisher of the two 
journals mentioned above). He led me to believe that he was servin 
the journals strictly as scientific editor and scientific consultant. 
did not know until May 18, 1960, when your committee released the 
information, that Dr. Welch had a business relationship with MD 
Publications that gave him a fixed percentage of drug advertising 
in the journals and of reprints sold by the journals. 

In this same memorandum, Dr. Welch led me to believe that opera- 
tion of the publishing house which he and Mrs. Welch and Dr. and 
Mrs. Marti-Ibanez owned, did not conflict with his Government job. 
With respect to Medical Encyclopedia, Inc., Dr. Welch said in the 
July 24, 1956, memorandum : 

This is one business venture that has nothing to do with foods, drugs, or 
cosmetics, and does not interfere with my official duties * * *, 

We have furnished this committee with copies of the memorandum 
of July 24, 1956, and all other documents in our possession relating 
to Dr. Welch’s outside activities. 
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In early 1959, when a question was raised in the press about Dr. 
Welch’s publishing and editing activities, these were again reviewed. 
I was ill at the time and Deputy Commissioner Harvey prepared a 
statement on February 12, 1959, covering Dr. Welch’s outside activ- 
ities. This statement was based on an interview that Mr. Harvey 
had with Dr. Welch and was presented to Dr. Welch in draft form 
for his approval. He did approve it. The statement which has 
already been furnished to your committee indicated to us again that 
Dr. Welch was not engaged in outside activities that represented a 
conflict of interest. We did conclude, however, that there could be 
an appearance of conflict of interest and for this reason Dr. Welch 
was requested last October to discontinue all of his activities that 
could involve such an appearance. He advised us that he complied 
by January 1, 1960. 

We did not insist that Dr. Welch tell us how much money he re- 
ceived for his outside editing and, publishing activities. We believed 
that activities carried out within the approvals that had been given 
to him would be proper. The information developed by your com- 
mittee from records that you subpenaed from Dr. Welch and the 
en firms with which he dealt, shows that Dr. Welch’s activities 

ar exceed any authorization he received from his Government super- 
visors. 

I regret that Dr. Welch saw fit to exceed the authorizations that 
were given him for outside employment. I regret the fact that we did 
not become aware of the full facts until less than a month ago. Cer- 
tainly, we would not have condoned the activities that were going on 
had we known the full facts. 

When the hearing before your committee brought out facts about 
Dr. Welch’s activities that had not been known to us, we immediately 
requested his resignation. This action was taken even though he had 
already one for disability retirement because of a heart condition, 
and we had been advised that the application had been found valid and 


approved by the Civil Service Commission. 
(The table: 


s attached to the statement follow :) 
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TABLE 1.—Regulatory record since Jan. 1, 1950, on 32 firms appearing in the 
record of hearing by Subcommittee on Antitrust and Monopoly (revised June 
3, 1960) 





Number | Percent of 

Total of samples | samples 

samples involved involved 
Annual volume of busi- | examined | in legal ac- | in legal ac- 
ness (estimate) since Jan. | tions since | tions since 
1, 1950 Jan. 1, 1950 | Jan. 1, 1950 

(composi- | (composi- 

tion only) | tion only) 


Name and address of firm 







Academy Manufacturing Drug Corp., | $80,000.........-........ ll 0 0 
New York, N.Y. 
Aer CN. Pharmaceutical Co., New | $1,500,000...............- 231 4 1.7 
or 
American Quinine Co., New York, N.Y_.| Distributor only. -.-._..-- 27 0 0 
Bryant Pharmaceutical Corp., Bronx, $750,000 to $1,000,000..... 175 1 -6 
Chase Chemical Co., Newark, N.J._._-.-- Over $1,000,000_........- 198 t 2.0 
Ciba Pharmaceutical Products, Inc., PO iiisnsenecaanes 88 0 0 
Summit, N.J. 
Formet Laboratories, Inc., Union, N.J_..| $500,000. ............-..- 0 0 0 
Geigy Pharmaceuticals (division of Distributor Cs énkeans 29 0 0 
Geigy Co., Inc.) Yonkers, N.Y. 
The Genesee Drug Co. (division OF EE Biwwes Cesena nna acai 59 0 0 
Pharmacal Co.) Utica, N.Y. 
Haack Laboratories, Inc., Portland, Oreg.| $450,000...........-.-... 57 0 0 
—— Products, Pasadena, , | eas 0 0 0 
alif. 
Jan Laboratories, Philadelphia, Pa_..-.-- xy as 48 3 6.2 
Julian Laboratories, Inc., Franklin 1 0 0 
Park, Ill. 
Lannett Co., Inc., Philadelphia, Pa_. 118 1 
Lederle Laboratories, Pearl River, N. 7 622 0 0 
aS & Co,-Sharp & Dohme, Rahway, 192 0 0 
a ieee, Inc., Long Island 465 6 1.2 
ity, N.Y. 
Panray Corp., New York, N.Y--.-..-.---- 68 0 0 
aes Pharmacal Co., Philadelphia, 36 0 0 
Charles Pfizer & Co., Ine., Brooklyn, 782 1 1 
Physicians Drug & Supply Co., Phila- 162 1 an 
delphia, Pa, 
Premo Pharmaceutical Laboratories, 263 2 1 
Inc., South Hackensack, N.J. 
Richlyn Laboratories, Philadelphia, Pa.. 396 9 2.3 
Schering Corp., Bloomfield, N.J__--.---- 124 0 0 
G. D. Searle & Co., Chicago (Skokie), Ill. 60 0 0 
Smitb Kline & French, Inc., Phila- 235 1 4 
delphia, Pa. 
Success Chemical Co., Brooklyn, N.Y 250 ll 4.4 
Sates Chemical Co., Inc., New York, 7 0 0 
U.S. Vitamin Corp., New York, N.Y-.-...| $8,000,000__..........-.-- 79 0 0 
The Upjohn Co., amazoo, Mich...-.-- eee 258 0 0 
~~ Laboratories, New Brunswick, | $23,000,000_........-...... 52 1 1.9 
Wyeth Laboratories, Inc., Philadelphia, | $100,000,000-..........--- 544 0 0 


Pa. 
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TasLe 2.—Regulatory record since Jan. 1, 1950, on 32 firms appearing in the 
record of hearings by Subcommittee on Antitrust and Monopoly 


[Legal actions—Composition only] 
AMERICAN PHARMACEUTICAL CO., NEW YORK, N.Y. 


Sample Product Nature of violation Date and kind Disposition 
No. of action taken 
17-244-L...]| APC Belexon Deficiency in vitamin | Seized Apr.1, | Consent decree entered 
fortified. Bi. 1953. July 23, 1953; destroyed 
Aug. 12, 1953. 
6-861-L....| Ammoniated dental | Contained a deleterious | Seized Feb. Condemnation decree en- 
cream, substance, a hard ma- 20, 1951. tered Mar, 27, 1951; 
terial with sharp, ir- destroyed Mar, 28, 1951, 
regular edges. 

CUES. ccetdldnadd Dn cccpuabeibadalideas OD cnt tdaiatncdinaiay Seized Mar, Default decree entered; 

8, 1951. destroyed Apr. 9, 1951. 
11-364-L...]-.... Gi ceibnaheeonatamed Miznsccacsctsedeadwsut Seized Feb. Default decree entered 
21, 1951. Mar. 28, 1951; destroyed 


Mar. 30, 1951. 





BRYANT PHARMACEUTICAL CORP., BRONX, N.Y. 





62-191-M_.| Digitoxin tablets....| Deficient in digitoxin | Seized Aug. Default decree entered Oct. 
content. 29, 1957. 9, 1957; destroyed Oct. 31, 
1057. 





CHASE CHEMICAL CO., NEWARK, N.J. 





23-442-L...| Vi-Mites vitamin Deficient in vitamin D-.| Seized Jan. Decree of condemnation 

tablets. 22, 1952. entered Feb. 25, 1952; 

destroyed May 23, 1952. 

23-481-L...|----. Dist cwatucend Deficient in vitamin D, | Seized Feb. Decree of condemnation 

nicotinamide, vitamin 25, 1952. entered Mar, 13, 1952; 

B,, and vitamin A, destroyed May 23, 1952, 

23-481-L...|..... DO sciuitimsicoind Deficient in vitamin D, Plea of guilty entered Nov. 

nicotinamide, vitamin 12, 1953. On Dec. 18, 

B,, and vitamin A. 1953, the court fined the 

49-056-L...| Vi-Mineroms vita- | Deficient in vitamin B,, |\Prosecution Chase Chemical Co, $500 

min tablets. vitamin D and iron Apr. 20, 1953. and the individual de- 

sulfate. fendant, Sydney Chas- 

49-057-L...| Improved Panules Deficient in vitamin D.. man, $500; total fine, 
multiple vitamins. $1,000. 


JAN LABORATORIES, PHILADELPHIA, PA. 





35-396-P... 


35-394-P... 
35-397-P . _. 


Meprobamate tab- | Nonew drug application | Prosecution Nolo plea entered Jan. 11, 
lets. on file. Oct. 9, 1959. 1960; now awaiting sen- 
tencing. 





LANNETT CoO., INC., PHILADELPHIA, PA. 





48-936-K_..| Vitamin B complex.| Deficient in riboflavin | Seized Apr.11,| Default decree entered 
and niacinamide. 1950. June 13, 1950; product 
Destroyed. 
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TABLE 2.—Regulatory record since Jan. 1, 1950, on 32 firms appearing in the 
record of hearings by Subcommittee on Antitrust and Monopoly—Continued 


NYSCO LABORATORIES, LONG ISLAND CITY, N.Y. 


Sample Product Nature of violation Date and kind Disposition 
No. of action taken 


49-041-L..-.| Stilbestrol tablets...| Contained excess di- | Seized Mar. | Default decree entered 


Ay Ce NER re 


ethylstilbestrol. 28, 1952. Oct. 29, 1952; destroyed 

Oct. 31, 1952. 
45-675-L...| Ammonium chlo- Did not meet the re- | Seized Oct. Default decree entered 
ride tablets. quirement of N.F.; 26, 1953. Jan. 19, 1954; destroyed 

failed to disintegrate Feb. 10, 1954. 


in the alimentary 


i tract. 
j 30-062-P...}| Habatinic vitamin Deficient in vitamin Bi_.| Seized Mar. Default decree entered 
; tablets. 20, 1958. Apr. 14, 1958; destroyed 
Apr. 21, 1958. 
4 62-813-M__| Dextro ampheta- Contains more than the | Seized Aug. Default decree entered 
mine sulfate labeled amount of dex- 22, 1957. Nov. 29, 1957; destroyed 
i capsules. tro amphetamine sul- Dec. 9, 1957. 
| fate and fails to disin- 
tegrate in the man- 


ner declared on label. 












































68-991-M __| Digitoxin tablets....| Deficient in digitoxin | Seized Oct. Default decree entered 
content. 9, 1957. Nov. 8, 1957; destroyed 
Nov. 13, 1957. 
i §2-574-L_..| Nutrifactor vitamin | Deficient in vitamin C__| Seized Jan. Default decree entered 
f tablets. G64... Feb. 11, 1954; destroyed 
Feb. 23, 1954. 
f CHARLES PFIZER & CO., INC., BROOKLYN, N.Y. 
j 98-803-P_...| Progesterone sus- Deficient in  proges- | Seized May Pending. 
j pension, U.S.P. terone, 6, 1960. 
: 25 mg./ce. 
PHYSICIANS DRUG & SUPPLY CO., PHILADELPHIA, PA. 
t 77-928-P_..| Terpin hydrate-.-..- Has turpentine-like | Seized Nov. Default decree entered 
odor; purports to be 13, 1959. Dec. 7, 1959; destroyed 
a N.F. item but is Dec. 15, 1959. 
not. 
PREMO PHARMACEUTICAL LABORATORIES, INC., SOUTH HACKENSACK, N.J. 
62-918-M _ .|\ Digitoxin tablets Me Deficient in digitoxin....| Seized May Default decree entered 
62-919-M . - } 20, 1957. Sept. 19, 1957; destroyed 
| Oct. 23, 1957. 
i aa a 
' 


25621— 60—pt. 22-17 
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Taste 2.—Regulatory record since Jan. 1, 1950, on $2 firms appearing in the 
record of hearings by Subcommittee on Antitrust and Monopoly—Continued 


RICHLYN LABORATORIES, PHILADELPHIA, 


PA. 





Product Date and kind 


of action taken 


Sample Nature of violation 
No. 





5+164-L....| Diphenyl hydan- 
toin sodium cap- 
sules, 1% grains. 


Contains only 86 per- | Seized May 3, 
cent of declared 1951. 
amount of dipheny 
hydantoin sodium, 





Disposition 


Default decree entered 
June 21, 1951; destroyed 
June 22, 1951. 








39-649-L._.| Digitoxin tablets Contains only 75 per- | Seized Jan.9, | Default decree entered 
0.2 mg. cent of declared 1954. Mar. 9, 1954; destroyed 
amount of digitoxin. Mar. 25, 1954. 
4-317-M....| Mannitrau tablets._| No effective new drug | Seized Feb. 4, | Default decree entered Oct 
application. 1955. * a destroyed Nov. 
' i 
4318-M....| Serpenttrite tablets..|.....d0...................}..... BO iictdeccns Default decree entered Oct. 
28, 1955; destroyed Nov. 
7, 1955. 
65-996-M ._| Stress-Aid B com- Contains less than la- | Seized May Destruction decree entered 
plex capsules. beled amounts of ac- 7, 1957. May 21, 1957; destroyed 
tive ingredients, also July 17, 1957. 
an estrogenic,hormone 
has been substituted 
in part for vitamins. 
41-858-M...| Pyrilamine Maleate | Quality falls below label | Seized June Destruction decree entered 
timed disinte- representation. Ac- 27, 1957. Aug. 15, 1957; destroyed 
grating capsules tive ingredient re- Sept. 13, 1957. 
75 mg. leased in shorter time 
— represented on 
abel. 
55-960-M ..| Time-Sule pheno- Contains less than 77 | Seized Dec. Destruction decree entered 
barbital capsules, percent of declared po- 11, 1957. Feb. 28, 1958; destroyed 
1 grain. tency. during March 1958. 
72-690-P...| Vitamin-mineral Contains less than la- | Seized Nov. Default decree entered 
chewable tablets. beled amounts of ac- 16, 1959. Dec. 16, 1959; destroyed 
tive ingredients. ‘ Dec. 17, 1959. 
15-172-M _.| Special formula Contains less than 67 | Seized Apr. Default decree entered 
tablets. percent of declared po- 6, 1955. May 27, 1955; destroyed 
tency. June 15, 1955. - 
SMITH KLINE & FRENCH, INC., PHILADELPHIA, PA. 
73-832-L...| Drilozets lozenges...| Deficiency in  poly- Default decree entered 


Seized Oct. 
myxin. 29, 1953. 


Nov. 27, 1953; destroyed 
Dec. 3, 1953. 





SUCCESS CHEMICAL CO., BROOKLYN, N.Y. (HALL PHARMACAL CO. IS A SUBSIDIARY 


LOCATED AT SAME ADDRESS) 





29-323-M--.| TyroHist nasal Deficient in Tyrothricin.| Seized July 
spray. 14, 1955. 
Nr a wes sore ccccescelenune Rises nasaiee Seized Sept. 
28, 1956. 
62-829-M - _|) Digitoxin tablets Deficient in digitoxin....| Seized May 
62-830-M ._|> (0.2 mg., 0.1 mg., 1, 1957. 
62-831-M -- and 0.2 mg.). 
29-956-P... oa No effective new drug | Seized July 
29-957-P . _. tablets. application. 8, 1958. 
NE antl asccdOssniscnoneaceae sient n va diceiaawemecier Seized June 
27, 1958 and 
July 2, 1958. 
23-102-L...| Conjugated Estro- | Strength of tablets dif- | Seized Mar. 
gens tablets, fered from the 1.25 mg. 16, 1951. 
of Estrogens which 
they were represented 
to possess. 
23-103-L-...|....- iiikinntisnedocenbodice Piseniccieckinccaeeimodned BO sicunuces 
23-105-L...|-.-.- iscsttenttacadonsad Di iiudecdintcnasetnen 


1951. 


Default decree entered 
Jan. 10, 1956; destroyed 
Jan. 19, 1956. 

Default decree entered 
Nov. 14, 1956; destroyed 
Nov. 29, 1956. 

Default decree entered 
June 4, 1957; destroyed 
June 7, 1957. 

Decree of condemnation 
entered Mar. 26, 1959; 
destroyed Apr. 1, 1959. 

Default decree entered 
Sept. 8, 1958; destroyed 
Sept. 12, 1958. 

Default decree entered July 
11, 1951; destroyed July 
16, 1951. 


Default decree entered July 
12, 1951; on July 17, 1951, 
delivered to New York 
district for exhibit pur- 


poses. 
Seized Apr. 3, | Default decree entered July 


11, 1951; destroyed July 
16, 1951. 
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TaBLe 2.—Regulatory record since Jan. 1, 1950, on 32 firms appearing. in the 
record of hearings by Subcommittee on Antitrust and Monopoly—Continued 


WALLACE LABORATORIES, INC., NEW BRUNSWICK, NJ. 





Sample Product Nature of violation Date and kind Disposition 
No. of action taken 








82-238-K...| Bactra-Tycin oint- | Deficient in Tyrothricin | Seized during | Destroyed following entry 


DDNJ- ment. potency. September of a decree of condemna- 
3295. 1950. 


tion on Oct, 24, 1950. 





TaBLE 3.—Record of legal actions involving composition of drugs (control) 
since Jan. 1, 1950 





Number of 
Approximate annual volume legal 


Name and address of firm of business actions 





Addison Laboratories, Philadelphia, Pa.................-....- Out of business (volume il 


believed to have been 


Allied Biochemical Laboratories, Inc., San Francisco, Calif...| $900,000. 
Alva Laboratories, Chicago, Ill 

American Bio-Chemical Co., Los Ange . 
American Pharmaceutical Co., Inc., New York, N. 
American Tropical Remedy Co., San Juan, Puerto Rico......| (Volume unknown).-..-.-..- 
American Vitamin Co., Philadelphia, Pa. $500. 


American White Cross Laboratories, Inc., New Rochelle, 


N.Y. 
Arenol Chemical Corp., Long Island City, N.Y..........--.-- SS 5 die J 
Arlington Laboratories, Inc. (Mara Laboratories, Inc.), Har- 


rison, N.J. ume unknown but prob- 


ably small. 
Asmors Deug Oo., Newent, Nd... cccccencsaskstuticsniticiins Out of business but former 


volume small. 
Armour Pharmaceutical Co., Kankakee, [ll., and Bradley, Il. 
Atlas Pharmaceutical Laboratorys, Inc., Detroit, Mich.-..- 
Ayrst Laboratories, Rouses Point, N.Y...-.....-.-.--.----... 
Banner Laboratories, South Pasadena, Ce isnscbcsbhbeieeenne 
Bard-Saratoga Laboratories, Saratoga Springs, N.Y.) (for- 

merly G. F. Harvey Co.). 
Barnes-Hind Laboratories, Inc., Sunnyvale, Calif 
Barrows Chemical Co., Inwood, Long Island, N.Y 
Bellevue Laboratories, Inc., New York, N.Y 
Bendix Chemical Corp., New York, N.Y 
Benjack Sales Co., New York, N. 
Arthur Bennett, Miami Beach, Fla.-_-.........--...-...-.--.. 
Berje Chemical Products, Inc., New York, N.Y 
Berk-Henig Drug Co., New York, N.Y 
Best Sales Co., Cincinnati, Ohio...............---.-.-.....---- 
Biophysics Laboratories, Inc., Los Angeles, Calif... 
Bio-Ramo Drug Co., Inc., Baltimore, Md_._..-..... 
Blackhawk Chemical Co., Cedar Falls, lowa_... 
Blue Ace, Nashville, Tenn........-..-..--.---.. 
Bonded Laboratories, Brooklyn, N.Y-.-- 
Se ee a eS ER a 
The Bodern Laboratory, San Francisco, Calif. .........-.--.-- Information on volume re- 
fused by manufacturer. 

Boyle & Co., Bell Gardens, Calif. (Los Angeles)..............- Se 
George A. Breon Co., Rensselaer, N.Y...--..---.------------- No specific information but 


probably a medium sized 


on Bee Phe DoD 














a 
et MORNE OO Re moo Prec 


Brewer & Co., Inc., Worcester, Mass.........---.--.-.-------- ‘ 
ares Pharmaceutical Co., Chattanooga, Tenn... 
8. T. Brill Co., Inc., Brooklyn, N.Y 
Broemmels Pharmacy, San Francisco, Calif 
Brunswick Laboratories, Chicago, Ml__......- 
Bryant Pharmaceutical Corp., Mt. Vernon 
E. D. Bullard Co., San Francisco, Calif_..........-.---.-- 
Burroughs Wellcome & Co., Tuckahoe, N.Y 
Cabot Pharmaceutical Co., Philadelphia, Pa_.......-..-.--.-- 
California Pharmacal Co., Los Angeles, Sa as 4 
Calvital Pharmaceuticals & Cosmetics Corp. (formerly Cal- 
vital Co., Inc.), Mt. Vernon, N.Y. 
8. & 3; Campbell Co., Dupont, OG... occ ccencnencsae 


Sin cccintieinaicdrneaisbinaie ent 
Carlton Products Co., San Carlos, Calif.................-...-- Now out of business; volume 


unknown, 










Roe CO De ee ee 


ee 


1 Including 1 pending prosecution. 
? Prosecution recommendation pending. 
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Jan. 1, 1950—Continued 


Approximate annual volume 


Name and address of firm of business 





Carroll Chemical Co., Baltimore, Md_.....-...........------- 
Cent-A-Day Vitamin Co., Willow Grove, Pa. 
Chase Chemical Co., Newark, N.J_.....-.--- 
Charles Crompton & Sons, Inc., Lynn, Mass. 
Chemo Piero saumcvaring Corp., Newark, 
Chem-Tek, Inc., Madison Heights, Mich__.....-. 
Chicago Pharmacal Co., Chicago, Ill. ..........-- 
City Chemical Corp., Jersey City, N.J__..--.-- 
Coast Chemical Co., Los Angeles, Calif. _.........- 
Continental Medical Supply Ce., Philadelphia, Pa- 
Cowley Pharmaceuticals, Inc. Auburn, i aastininias 
8. A. Crisp Canine Co., Blacksburg, Meee cates t 

Dawes Manufacturing Co., Auburn, Wash.-.-_.-- 
John De Boer, Nisqually, WAM isle Ro ete Sige. ks 








































,000 
No exact information on vol- 
ume of sales but believed 
to be very small. 
Now defunct...............- 


Delmar Pharmacal Co., Rensselaer, N.Y...--..--------------- 
Delta Chemical Works, Brooklyn, N.Y--..--.---..-- ve 
Delta Laboratories, Inglewood, Calif.............-. gaa 
C. 8. Dent & Co., Cincinnati, Ohio. ........-...............-- 
Denver Radium Service, Denver, Colo..........---.-------.-- 
Desmo Chemical Corp., New York, N.Y...---..-.--------..-- $100,000 
Diacin Chemical Co., Detroit, Wiis ci: ...... 7 sha cgees $30,000 
Melchior T. Dikkers *(Dikkers Biochemical Laboratories), Los 
Angeles, Calif. 
Dr. Deonisie D, Chirila, Elkhart, Ind_........... 
Dr. Mayfield Laboratories, Charles City, Iowa. 
Doctor’s Mutual Service Co., Los Angeles, Calif. 
Douglas Chemical Corp. Chicago, Bibdcdkacdasdle 
Dumas Wilson Co., St. WR ORB ees toe oc oe 
Dumont Pharmacal Co., Pitteutobis, eR ccihsantadnitads Sieh $60,000 
(NotTEe,—S8hipper of record as above. Actual manufac- 
turer was Addison Lereeeen Philadelphia, Pa.) 
Durr Products Co., Dayton, O10 .....66s-senciqsonsnonseponee 
Eastern Laboratories, Inc., Vineland, aD Sill bee aminossee 
Economy Buying Service Inc., New York, N.Y.....-.------- 
European Chemical Co., Inc. ‘New York, os Speeeeaemriai 
Faraday Laboratories, Newark, N Diet Bibi thc ew hangin Se npeeremnt 
Fellows Medical Manufacturing Oo., New! York, N.Y........ 
First National Laboratories, Lehighton il snch nenewaihe~tiekae 
First Texas Chemical Manufacturing Co., Dallas, aes cas 
Franklin Pharmacal Co., Philadelphia, Pa 
Furst McNess Co., Freeport, Il_........--- 
Gale Chemical Corp. New York, N.Y. 
Gallard- Schlesinger Chemical Co., New York, N.Y 
G. & W. Laboratories, Inc. , Jersey 5 iplieeteleestmemeincete na 
Gane & ‘Ingram, Inc., New Es Badia bacacnnxnccasacccn ; 
Gerde Drug Ob., PIGGROIBA, PO 3 ouie cient -<~20cn- cc ccnnccece 
General Bandages, Bilis CE iniathdcconnswanconcna Abad 
General Pharmacal Co., Inc., Hoboken, N.J_............------ 
Gland-O-Lac Co., Omaha, Nebr-_..--..- 
Globe Laboratories, Fort Worth, Tex 
Glogau & Co., Inc., Chicago, Il_-..... 





Gold Leaf Pharmacal Co., New Rochelle, N.Y-_-......-....----- 
Hallmark Laboratories, Chicago, Ill..............------.--.--... 
SN SOs II, EO ek intinhonapomencssunacesacunam 
7a OE Gs he Os Wits dh tedid bo sacecn se onsepdcotn 
H. & La oratories, Inc,, Cleveland, Ohio. -...............- 
Handy Pad Supply Co., Ww orcester, Mass____- 
Hampton Manufacturing Co., New Rochelle, N.Y - 
Hance Bros. & White Co., Philadelphia, Pa_---..-- 
Harvest Brand, Ind., Pittsburg, Kans....._.._- 
Harvey Pittenger Co., Philadelphia, Pa_............--- 
Healthcraft Products, Los Angeles, Calif... ._.......-- 
Heart Pharmaceutical Co., Los Angeles, Calif_- 
Hemate Products (distributor) New York, N.Y_- 
Henley & Co., New York, N.Y~_-_...--.-- 
Victor M. Hermelin, St. Louis, Rete be To 


BNO ink sinh done bucwaen 

No. information available 
but believed to be very 
small. 

Dormant at present......... 

Small but exact volume un- 
known, 





Hicks Pharmacal Co., Newark, N.J.....-.-...-.-.------------ 
H. A. Hollander Drug Co., Cincinnati, Ohio 


1Including 1 pending prosecution. 


Tasiz 3.—Record of legal actions involving composition of drugs (control) since 
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TABLE 3.—Record of legal actions involving composition of drugs (control) since 
Jan. 1, 1950—Continued 
























N umber of 
e 
actions 


since Jan, 
1, 1950 


Approximate annual volume 


Name and address of firm of business 


Pies Tit Ck: CN In iia hdc incdoatéendnnate 
Ingram Pharmaceutical Co., San Francisco, Calif. 
teenie Bioelements, Inc., Cleveland, Ohio 
Integrity oo Corp., Philadel hia, Pa.... 
Intermedico Corp., Floral Park, N. 

Invenex Pharmaceuticals, Inc., ‘San Francisco, Calif. 
ore ey ters , Newark, N.J. (now located at Freeport, 


hy S leeilatin Oe nb sscnaennnsecticasses 
Jands Pharmacal Co., Minneapolis, Minn_._- 
Jerome & Co., Chicago, ee re 2 ae 
J. E. T. Pharmacal Co., Allentown, Pa......--.._.--- 
J. L. Jones & Co., Sun Valley and Hollywood, Calif. _- 
Seamer Ce, CE ne wre et 
Kegan Laboratories, Inc., Englewood Cliffs, N.J_.--- 
Kemworth Laboratories, Inc., Orange, N.J-.......--- 
A. Konigsberg, New York, N.Y es hae a 6 om a — ee 
K-R Laboratories, Seattle, Wash. (Kelly Ross Prescription 
Drug Store). 
Kumfort Drug Products Co., Cleveland, Ohio. 
K. V. Pharmacal Co., St. Louis, Mo. --.-.------- 
Rene Labhardt, Los Angeles, Calif__....-.-.- 
The Lannett Co., Inc., Philadelphia, Pa- -- -- 
Lasus Bros, Chemical Co., Toledo, Ohio---.......-..---------- 
OF . Lee & Co, (Sanett Manufacturing Co.), New Rochelle, 


amis & Co. (Glenwood Laboratories), Lodi, N.J...-...--.--- 
Lit Sales Co., Inc., Newark, N.J......-.--------------- 

Live Stock Remedy Co., Inc., 8t. Louis, Mo--.- 
L. M. Research Products, Roselle Park, N.J.-. 
A. G, Luken Drug Co., Richmond, Witt. is 2-cscscho cesses 







CO RD tC 


rer crer tlt) ee ed ee 


Lustgarten Laboratories, Priladelpny ra..-. - 
Mackta Trading Co., New York, N.Y ---.-- 
Maizel Laboratories, Chicago, Wee gt | 
Marblehead Lime Co., Hannibal, Mo__.......-..--------.---- 
H. E. Maurey Biological Co., (Maurey Laboratories), Los 
Angeles, Calif. 

Medical Chemical Corp., Chicago, Mll......-..-.--..---------- 
Meer Corp., New York, N.Y.-.-....----------.-- 
Merit Laboratories, Philadelphia, , UES RSS | 5 a 

Meyer Bros. Drug 0o., ORs SO: Tina $>3cssessaccsseswcesd 

Micon Laboratories, Wauconda, We hae. Son ak oo cnc, $25,000 
Midwest Chemica! Development CED, em Ohio.....- 
E. 8. Miller Laboratories, Angeles 
Monarch Products Co., Los Angeles, Sait ccosaésscuagsepoeeh 
E. 8. Morris Co., San Francisco, CM acdicscsateceusec Saas $520,000 
Morse Labs., Inc., SR IY i ots in 80 hen doSn sdb saaSseSteasee 
Mortensen, Gwar CO. SOWGs 35050 n2ossenaneosacontesccesea 









Now out of business. For- 
mer volume is unknown 
but probably was small. 

Myrtle Chemical Co., Martinsville, Va...............--------- Small output..............-. 

The National Co., Nashville, Tenn...................------.-- 

National Drug Co., Philadelphia, Pa..............-...-------- 

Nature Brand Products, Chicago, Ml_--......--..------------- 

Nelson Laboratories, Sioux Falls, 8. Dak_.............-----.-- 

Weoeo Cort..-Loe Angeles, Call. ....ncnnecc-cccnseccecesese-s-> 

No Fast anufacturing & Distributing Co., Denver, Colo. -_- 

Norton Products Co., Los Angeles, Calif. .......-....-.--.---- 

Nysco Laboratories, Inc., Long Island City, N.Y--..-...------ 

Ogden-Keane Co., Hollywood, Calif_.......--.---.-------- 

J. G. Olvey, Colusa, Oo a ate 

Ormont Drug & Chemical Co., Astoria, N.Y 

Pacific Coast Drug & Chemical Co., Los Angeles, Calif 

Palmer & Co., Seattle, Wash. (W. L. “Tex” Panmer).-<.-.2.- 


W. L. Poi: Vers Bie Cae ns dis ccccccccesccceccoess 
Park Drug Co., Inc., New York, N.Y 
Chas. Pfizer & Co., Inc., Brooklyn, N.Y 4 
Philadelphia Ampoule Labwatente, Philadelphia, Pa_.....-.-- Geek oncuntueebaanetouns 


3 Case ee 

‘loft 4 actions was a seizure of posterior pituitary extract, shipped by Lustgarten Laboratories, 
but not manufactured be A them. 

5 Including 1 pending injunction. 





Volume unknown but be- 
lieved to be small. 
Out of business... ..-..---.-- 
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TasLe 3.—Record of legal actions involving composition of drugs (control) since 
Jan. 1, 1950—Continued 







Name and address of firm 








Philadelphia Magnesia Co., Philadelphia, Pa__......-..--.-.-- 
Physicians Drug & Supply Co., Philadelphia, Pa 
Prairie View Honey Co., Detroit, Mich 
rare Pharmaceutical Laboratories, Inc., South Hackensack, 













































Prentiss Drug & Chemical Co., New York, N.Y......-.------| $200,000. ..--....-.-----.-.-- 
Princeton Laboratories, Inc., Princeton, N.J__....---- 
Professional Products Co., Philadelphia, Pa 
Purepac Corp., Los Angeles, Calif 
Ransdell Co., Inc., Louisville, Ky_........-. 

Raymer Pharmacal Co., Philadelphia, DE ccna 
Reliance Pharmacal Co., Nevada City, Calif... 
Republic Drug Co., Denver, Colo 


meeeels Eortnt O0., Bt. Tite WG oo rine citcccacntacsudsaseueucen 
Rexar Pharmacal Co., New York, N.Y-.-.-- 
Rey Manufacturing Go., Evansville, Ind.... 
Richlyn Laboratories, Philadelphia, Pa__.----- 
Robin Pharmacal Corp., Long Island City, N.Y..---- 
Robinson Laboratory, Inc., San Francisco, Calif. _...-. 
Rockland Chemical Co., Inc., Newark, N.J_.-...---.- 
Ruson Laboratories, Inc., Portland, Oreg 
Frank Samules Co., Inc., New York, N.Y-.- 
Schieffelin & Co., New York, N.Y. 
Schliksup Drug Go., Peoria, fl laces 
John Semick, New York, N.Y 
Sentral Laboratories, Inc., Des Moines, Iowa. 
Silas & Co., Los Angeles, Calif.__........-...-- 
Smith Crude Drug & Spices, New York, N.Y---------- 
Smith Kline & French Laboratories, Philadelphia, Pa.- 
Southwest Pharmaceutical Corp., Inc., Norton, Va---- 
Spartan Pharmaceutical Co., New York, N.Y 
Spear Mills, Inc., Kansas City, Mo 















Specific Pharmaceuticals, Inc., New York, N.Y--..........-.- 
Standard Drug Co., Inc., Newark, N.J..-......-........--.--- 
Standard Pharmacal Co., Chicago, Ill_.....................-.- : 
Steroid Laboratories, Ltd., Montreal, Canada 
Stillco Laboratories, Sarasota, Fla.................--....-.-... 
Stockton Veterinary Supply Co., Stockton, Calif 
Strand Pharmacal Corp., Los Angeles, Calif. 
Straub Pharmacal Co., Rochester, N.Y 
Strong Cobb-Arner Co., Buffalo, N.Y 
Success Chemical Co., Brooklyn, N.Y...-.---------------.--.- 
Summers Laboratories, Inc., Ambler, Pa_.........------.-.-.-- 
Eogeeme First Aid Co., Inc., New York City, N.Y 
Sylvania Chemical Co., Orange, N.J..-. 
F. H. Taussig, New York City, N.Y_-- 
Theresa Pharmacal Corp., New York, N.Y 
Marvin R, Thompson, Inc., Stamford, Conn. 
‘Tru-Synthetics, Inc., Long island City, N.Y 
F. Uddo & Sons Co., New Orleans, La. 
U.S. Plastic Bandage Co., Buffalo, N.Y. 
Vita-Fore Products, Richmond Hill, N 
‘Vitamins, Inc., Chicago, Il 
Vitamix Corp., Philadelphia, Pa---.-.. 
Wallace Laboratories, New Brunswick, N.J-_- 
Wallich Laboratories, Los Angeles, Calif. .................--.. 
Helen A. Walters, doing business as Radiance Products Co., 
Los Angeles, Calif. 
H, C. Weber & Co., Chambersburg, Pa.................--...- 
Western Research Laboratories Denver, Colo... 
Wilson Laboratories, Chicago, ph dae Be RITE RT 
‘Woodward Laboratories, Inc., (also Woodward Laboratories), 
Los Angeles, Calif. 
Wyanel Laboratories, Philadelphia, Pa.................---.... 
Zemmer Co., Oakmont, Pa. 








a aad en las 
No information available.... 
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61 of the actions is pending. 
1 Prosecution pending. 
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TABLE 4.—Number of samples involved in court actions based on violations 
of USP and NF standards 


[Listed by firms for period February 1950 through May 1960] 


Number of 
Firm name samples 

Addison Laboratories (and M. A. Calesnick), Philadelphia, Pa-_.____..----- 7 
Allan & Co., St. Louie, Mo... 4.410 besial apedesulsaltatunuisdoss 2 
American Biochemical Corp., Los Angeles, Calif____._.-..--...-----------. 1 
(The) American White Cross Laboratories, Inc., New Rochelle, N.Y_.-.-.--~ 4 
Arenol Chemical Corp., Long Island City, N.Y-----.----.--------------.-- 2 
Berje Chemical Products, Inc., New York, N.Y------+-..----.--~- niobsbsslasbiaed 2 
Berkeley Drug Oo.,.Boston, Masaun. singlets. ic iieeeeell heckled 1 
Best ‘ales. Co.,. Middleshoro, .BYei ~1ideebatiehd adaskniemndewilh asin 2 
Bio-Ramo Drug Co. (and Clifford W. Price), Baltimore, Md_-.--.---._--__- 3 
Bonded Laboratories, Inc.,. Brooklyn, N.Y .....2iidetialintnlentrinn thaws + 
(The) Borden Laboratories, Berkeley, Calif._._.---.-------------------- 2 
Brewer & Co. (and H. D. Brewer), Worcester, Mass.._.-..------_-------- 1 
BS. T Brit Co... Brooklvn, N.Y.......n<npmnitilntisktenehel de melawsssudind~seale 1 
Burroughs Wellcome & Co. (U.S.A.) Inc., Tuckahoe, N.Y_--~.-------------.. 1 
Central Pharmacal Co.,. Seymour, In@iseinss ssn nk stim anes asin 1 
Chemical Affiliates, San Carlos, Calif...o.25- site ctie senna cated aeices 1 
Chemical Commodities, Inc., Kansas City, Mo-----------~-----------.---- 1 
Chicago Pharmacal Co., Chicago, Tin .4 ish tite diiis~dtecnntid<ceke 1 
Coast Chemical Co. (and C. O. Bedwell), Los Angeles, Calif.._...._....-----. 5 
Continental Pharmacal Co. (and Lawrence W. Jordan), Cleveland, Ohio....§ 1 
Cowley Pharmaceuticals, Inc., Auburn, Mass_..---------..-----.-----..-- 10 
Crescent. Laboratories, Inc., Trenton, N.J.-.-------.-------------..---~--. 1 
Desmo Chemical_COorp.,. New. York, N.Y... incr ceeetibincctedanee 1 
Dodwell. Co., Lad... Nowark, NJ iiic sn wadscsl asia ddwtldin aluainniinebamselae 1 
DuMont Pharmacal Co., Philadelphia, Pa___._.---.--_.-.~-.--.----~----. 1 
Seeonpsan Chemical ©o., Inc., Now York, NY nn ch ccwnneninqumnan 1 
Mecell Pharmacal Ca. New York, NY .nnnnnnncistitidntndicsilciinelédebene 2 
AMG, PRG) I cin eectisntiscasicnitn ncictnsancemnresncitt totden tide cileitbiibidllentiibdalialaatiacts 1 
General Pharmacnh! Oo., Tne, Honeken, Nd oa... .cccmccemmannianneamiiine 1 
Gold Leaf Pharmacal Co., Inc., New Rochelle, N.Y_---------------------. 2 
Gotham Aseptic Laboratory Co., Inc., Long Island City, N.Y_-.------------ 5 
TEGTIINIR TOR RGOTTOR, COs DUN a aii ce wi rccenenciniensiinesenccpintenlenenitis 1 
A. 3 Eiiiperin ‘Oo: “Ine;, Boston, Maes je a selec on ble 1 
Hampton Manufacturing Co., New Rochelle, N.Y----.-----..------------- 3 
Handy Pad Suey Go.,. WOmeeweel, Manes ccs cesecidctireecictacimmmasnaeien 5 
Harvey Laboratories, Philadelphia, Pa_.__.___.._..----------.-----.---.-.. 1 
Hopkins & Hopkins Pharmaceutical Co., Inc., Philadelphia, Pa_.__...__-.__ 1 
Imported from Holland (manufacturer not specified) _.__.-_.__-__-___.----__ 2 
Integrity Magnesia Co., Philadelphia, Pa___._._._----.--..-.--._-.---- 1 
&. Ie. James &'Co.; Sumi Valles) Celi€isc sé cccusu esac io cele iis.. 2 
Keith Victor Pharmacai Co., St: Louis, Mou... eutlae nL 2 
CG. I. Lee & Co., Inc, New Rochelle, N.Y... fost cian 1 
BT, Lemite .&. Oa; Lodl, Mid. .nscccnsn esas cesbus iss... 1 
Mubominal, i: M.,. Paris, Frances eae a eee 2 
Lustgarten Laboratories, Inc., Philadelphia, Pa___._......_.....-.---_-..__ 1 
auanmel Laboreenries, Tse. Clenee: Tn nk rindi eenciacnnecnneces 1 
Wm. EB. Martin Coy: Péovla, 1. 222.01. 2a des alae. 1 
Medical Tabrics.Co.,. Paterson, N.J.... tise dade ital sialic 6 
Meer Corp. (and BE. Meer), North Bergen, N.J_-------------------------_- 1 
Morse Laboratories, Inc., New York, N.Y.--------.2----------------_--_.- 1 
Morton Pharmaceuticals, Memphis, Tenn... 0. nnn wewewnicccin wens 2 


National Oo.) Nashville; Demin. 2. ccitinllcce clei cnc eel die 1 








12146 ADMINISTERED PRICES 


TaBLe 4.—Number of samples involved in court actions based on violations of 
USP and NF standards 


Number of 

Firm name samples 
Newburgh Oxygen Co. (and G. H. Gordon), Newburgh, N.Y_------------- 3 
Norton Products Co.,.Los Angeles, Calif...........-..--_.--.--.---.--.-_- 3 
Nysco Laboratories, Inc., Long Island City, N.Y---------------~-------_-. 2 
J. G.- Olver, Oolasa,-CalibiconwuditsdnslasntDtweeldisiiuuel des 4 
Ormont Drug & Chemical Co., Long Island City, N.Y_--------------------_- 7 
Charles Pfizer &-Co., Inc., Brooklyn, N.Y... 02+--one 1 
Philadelphia Ampoule Laboratories, Philadelphia, Pa_...._------------_-. 1 
Philadelphia Magnesia Co., Philadelphia, Pa_._....-------------------_-- 2 
Physicians Drug & Supply Co., Philadelphia, Pa_.__.._.--_---_--__---_--_- 1 
Purepec Corp,,-doe-Angeres) Oats. .i doch ate dele etd 1 
MADte- 45G., 1:06 -BMAOINE CA cand Aicnwatideacsudlleieleld sue 2 
maymer-Pharmacal Oo.,-Chicago,. Thuis. iii nth beieeotiiwalieanl te 1 
Za. selene Corp. New -Ta, On sees hh tb lo kh e etk h e 2 
Richign Laboratories, Philadelphia, Pa... et ie wtidenndns 2 
Robin Pharmacal Corp. (and Sidney Rich), Brooklyn, N.Y_---.--_------- 7 
Sanette Manufacturing Co., New Rochelle, N.Y-.------.-------_------._-- 1 
Seamless Rubber Co., New Haven, Cénn__-~-.---_---.-.----------------. 8 
Shaw Pharmacal Oo.,,;- Ot; Louis, -Mol..in cos eel eben 1 
Standard Drug Co. (and Jacob Starr), Newark, N.J_--------.------_----__ 5 
Strong, Cobb & Co., Inc., Cleveland, Ohio..__..-.-..--.-----.-_---------.- 1 
Supreme First Aid Co., Inc., New York, N.Y_--------------.--_-------... 6 
B.. Uddo-&-Sons Oo., New-Orieans, Iu siiio ll La a 
United States Plastic Bandage Co., Buffalo, N.Y_..-..--.._..__.._--_.___ 4 
Witamizx. Corp.,- PRURGSIDIID  PAicvcenrietecbe LL ae sds poe 1 
Western Research Laboratories, Denver, Colo___.......---------_-----.-_ 1 
Wilson .Keith-&-Oo.,-St.Louis,.Mo...o0 i oiUulebeul lll 1 
Total numberof cammest.. el i a eit is: 174 

OGRA SURO OE BI rtersirscernrivnrincnsteeninenanveininU RISE, Siti iy 17 


Taste 5.—Summary of court actions by Food and Drug Administration 
against USP and NF drugs which failed to meet standards 


COURT ACTIONS INSTITUTED (SEIZURES, PROSECUTIONS, AND INJUNCTIONS) 
[Period covered: February 1950 to January 1960] 
(A). USP and NF drugs violative at the time of shipment: 


(1) Number iof: conrt detiones.) 123 Ue viusasesweleu lg lh h ik 122 
(2) Number of samples involved in actions_......_-....-------uu- 174 
(3) Number of different drugs involved__......---------.__--_.- 99 
(4) Number of different firms who shipped the drugs_....__-....____ 78 


(B) USP and NF drugs violative after shipment when drug became vio- 
lative could not be determined : * 





(6) “Number. of court A0tions.....nn.nncnne Libel. wld aie J.] 53 
(6) Number of samples involved_...-..-_-u.-2.-2- 2k 71 
(7) Number of different kinds of drugs involved___...-...-_.__-_-- 25 

(C) Total number of actions in groups (A) and (B) combined: 
(8).. Total number of court actions..._.__...Wi0 iets eiscelL eaw 175 
(9) Total number of samples involved_...u...-_---_------- 245 
(10) Number of different drugs involved ?_......---..---- 119 


1 Name of shipper not reported. 
2 Line (10) is adjusted to eliminate duplication of drugs named in lines (3) and (7). 
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TABLE 6.—Summary of regulatory actions against major drug manufacturers 
since Jan, 1, 1950 





Number of | Number of 

Annual samples ex- | legal actions 

Name and address of firm ethical amined since | since Jan. 1, 
drug sales | Jan. 1, 1950 | 1950 (compo- 

(estimate) | (composition | sition only) 







only) 
Abbott Laboratories, North Chicago, Ill_......-...-.--.-.---- $117, 000, 000 822 0 
American Home Products Corp., New York, N.Y., including 
major subsidiaries: 
Wort Laboratories, Inc., New York, N.Y-...---------- $22, 000, 000 125 0 
eth Laboratories, Inc., Philadelphia, Fea ----| 100,000, 000 544 0 
Bristol Laboratories Inc. Syracuse, N Scala ----| 21,000,000 367 0 
Burroughs Wellcome & Co., Tuckahoe, N.Y_-..-- _---| 35,000,000 152 1 
Ciba Pharmaceutical Products, ei Summit, NJ ----| 38,000,000 88 0 
Cutter Laboratories, Berkeley, C: ee ort a ----| 19,000,000 176 0 
Hoffman-La Roche, Inc., Nutley, N.J- -.--| 40,000, 000 69 0 
Lederle Laboratories, Pearl River, N. ----| 200,000, 000 622 0 
Eli Lilly & Co., Indianapolis, Ra re oe ----| 180,000, 000 1, 382 0 
MeNeil Laboratories, Inc., Philadelphia, Pa.. cat 9, 000, 000 107 0 
Mead Johnson & Co., Evansville, Ind........-.....---.-.-.-. 65, 000, 000 38 0 
Merck & Co.-Sharp & Dohme, Rahway, N.J., Philadelphia, 

Piicaccskschheamdosetbeshes detbecacheltatdvninegedar icine 195, 000, 000 538 0 
Vick Chemical Co., New York, N.Y., major subsidiary, Will- 

iam 8S. Merrell Co., Cincinnati, ag peepee clirnar der eer at 10, 000, 000 163 0 
Norwich Pharmacal Co., Norwich, WES cabanadasacdgabeduka 37, 000, 000 63 0 
Parke, Davis & Co., Detroit, Mich .....;...,.---2.<--s---000- 173, 000, 000 451 0 
Chas. Pfizer & Co., Inc., Brooklyn, N.Y-..........------..--.- 60, 000, 000 782 1 
Allied Laboratories, Inc., lee toa Mo., major subsidiary, 

Pitman-Moore Co., Indiana BN a on encinditaglntntatige: 33, 000, 000 108 0 
William H. Rorer, Inc., Philac elphia, enskdosandccgacatindh 9, 000, 000 215 0 
ee ay ee eee ee ee 52, 000, 000 124 0 
@., 3, Gaans @ Cai, CI Bilin « cantchawentytentinesssdbabdns 33, 000, 000 60 0 
Smith Kline & French Laboratories, Philadelphia, Pa--.....- 124, 000, 000 235 1 
E. R. Squibb & Sons, Brooklyn, N.Y _.......----.----------- 110, 000, 000 510 0 
The Upjohn Co., Kalamazoo, Mich.-.............------..---- 146, 000, 000 258 0 
U.S. Vitamin & Pharmaceutical Corp., New York, N.Y.-.-.--- 8, 000, 000 7 0 
Wallace Laboratories, New Brunswick, aD tie tensa cicanpatiniinscons 23, 000, 000 52 1 
Warner Lambert Pharmaceutical Co., Morris Plains, N.J., 

major subsidiary, Warner Chilcott Laboratories, Morris 

PRE Ped anaccannsndediniieieadsbiidantindbnanediuessanetne 32, 000, 000 41 0 
White Laboratories, Inc., Kenilworth uy. incl ssennibitigigsinainschna 9, 100, 000 113 0 
Sterling Drug, Inc., New York, major subsidiary, 

Winthrop Laboratories, Inc., inasiady, N.Y., and Myers- 

QIU, PRs ocncecavesaductudquescducbsadaendbesesdbeccssedaun 71, 000, 000 151 0 





TasLe 7.—Summary of violations, all drug manufacturers since Jan. 1, 1950 


MAJOR FIRBMS—INDIVIDUAL VOLUME EXCEEDING $6,000,000 


Weueeabew oO Tm i acai rca lh ee eth ee ne nn 28 
Percent of total volume of ethical drug manufacture__...__..--..------~- 87 
Total number of samples examined since January 1, 1950 (composition) -_-_~ 8, ~ 
Total number of legal actions (composition) _-_...-..----...------------ 

Total number of firms involved in legal actions__-_._-__......--.--.--~--. ‘ 


ALL OTHER FIRMS—INDIVIDUAL VOLUME $6,000,000 OR LESS 


Mistioate of mut ~O8 Tri ad niet eh te ii cbc qeniinsncmnnenss 1, 200 
Percent of total volume ethical drug manufacture__..__.._.--__----~--- 13 
Total number of samples examined since January 1, 1950 (composition). 8, 621 
Total number of legal actions (composition) _--...-_--.-.---------.-~-- 484 
Total number of firms involved in legal actions___._.-_._--._-------.------ 235 
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TABLE 19.—Output of manufacturers examined during Wyanel investigation 





Firm name, address, and Number of| Samples Samples 
annual sales volume samples found found Nature of violation 
collected passable | violative 





Philadelphia Ampoule Labora- 28 25 3 | Sodium ascorbate ampules, con- 
tories, Philadelphia, Pa. tents discolored and _ crystals 
($1,000,000). formed therein (26-345-P). Am- 


pules crystalline vitamin Bu, 
not USP, excess of solids (67- 
817-M, 60-223-P'). 


Physicians Drug & Supply Co., 34 34 0 
— Pa. ($2,000,- 
000). 
Richlyn Laboratories, Phila- 44 43 1 | Timed disintegration phenobarbi- 
delphia, Pa. ($2,500,000). tal capsules deficient in active 
ingredient (55-960-M). 
Vitamix 4 Philadelphia, 12 12 0 
Pa. ($300, 000). 
Lustgarten Laboratories, Phil- 23 18 5 | Timed disintegration capsules, too 
adelphia, Pa. ($1,000,000). rapid release of pyrilamine 
maleate (68-952-M, 69-809-M'). 
Time disingetration capsules, too 
’ slow release of amphetamine sul- 
fate, or amphetamine sulfate with 
phenoberbital (30-173-P, 30-174- 
1 30-175-P!) 
DuMont Pharmacal Co., Phil- 10 10 0 
adelphia, Pa. ($60, 000). 
ProCoSol Chemical Co., Phils 4 4 0 
delphia, Pa. ($150,000 
Hance Bros. & White ‘Ine., - 17 14 3| Timed disintegration phenobar- 
Philadelphia, Pa. ($1,000 bital, and amphetamine w 
000). phenobarbital, medication not 
released (70-176-M, 15-769-P! 
3500-P!). 
Vale Chemical Co., Inc., Allen- 33 28 5 | Preparations deficient in pipera- 
town, Pa. ($400,000). zine, (3-465-P, 3-456-P', 3-802-P!, 
3-803-P'). Tablets deficient in 
oo A and B (82- 
Lemmon Pharmacal Co., 24 22 2 | Excess of tyrothricin (INV 70- 
Sellersville, Pa. ($300,000). » 79-307-P! 
Garde Drug Co., Philadelphia, 16 14 2| Excess of phenobarbital in elixir 
Pa. ($200, 000). (48-728-P, 60-363-P'). 
Harve Laboratories, Phila- 7 7 0 
C— ia, Pa. ($200,000). 
ecess Gh ee Co. Brook- 23 22 1| Tablets deficient in ergotamine 
— ve, it. YT. ° ]87-802-P). 
Physicians ie, Co., 2 2 0 
Petersburg, Va. ($300,000). 
Van Pelt & Brown, Inc., Rich- 4 Ol dn dthuse 
mond, Va. ($50,000). 
ee ee 281 259 22 
Totals corrected for violative 270 259 ll 
samples taken as followup of 
survey. 





1 The sample numbers represent further followup samples after the violative condition had been uncovered 
during survey. Hence, they are not properly reported as random survey results. 
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TABLE 21.—Total number cases filed during period Jan. 1, 1959, to Mar. 1, 
1960, involwing illegal diversion of drugs by truck stops and other defendants 
(not including retail drug stores) equals 52 a 

umoer 0. 


cases in which 
firms’ drugs 


Name and address of drug manufacturer were involved 
Bieber Lamar hae, CCR Bi is sissies shrnccacaecntab a innit aicicabageiaieted 3 
Brunswick Laborateriag, Fic, CURSO) Ws ssid icine nmcimeensnnen 2 
Carrot Cited Oo., HGTe nes Wa icc es eematidasearn arcane calbia tae anens 1 
CTE: TE, SIN; Ta ii circa cic aic inca ionaiaagee 5 
Demet: PRAMAS O0., TOROR, INA one ccccicics ence ananmedanemen 1 
i. Hollander, Hankin, Pu..( Now Tots Wide) sicccicttwonwwccineeweecccnmans a 
Excel Pharmacal Co. (New York, N.Y.), Edgewater, N.J-_---------------- 2 
General FPRermsesl Cox, TOON, Niacin cckiciatatnnoendcnctamoiamen 7 
Jemert PRAPMREES OG. FEOOOUG, Tessie nciappemcicsnmaiemciemnmnen’ 7 
Lustgarten Laboratories, Inc., Philadelphia, Pa__.._._.__._._.__._..__-_._--_---- 11 
Morton Pharmaceuticals, Inc., Memphis, Tenn._-----_-__----__-------_... 8 
Nysco Laboratories, Long Island City, NX. W6cnccccccncanmaictiidcimmndan 6 
Paul B. Elder Co., Bryan, Ohio (Los Angeles, Calif.) _...._--_------___--- ft 
Philadelphia Ampoule Laboratories, Camden, N.J__-.--------------------- 5 
Physicians Drug & Supply Co., Philadelphia, Pa_..._._...__._----------_-_-. 2 
Richlyn Laboratories, Inc.,* Philadelphia, Pa_.......cc...-............ 12 
S. I.. Massengill.Co.,. Bristol, "Tenn. CRristel,. VO) acnncnnnns cc mcnondienenen 1 
Robin Pharmacal Corp., Brooklyn (Long Island), N.Y-----------------~---- 9 
Smith. Mitue & Preneh, Paneee. Fe a nc cecnncaneneenes 2 
Willow Pharniges) Oo. Motoiten, NW noni c cccticccsnncancadutccsendnde 2 
Temith Laboratories; Hobokewy hb ica ick esc ccksici nnn eninieeeiananean a 
Shaw Pharmaeal Oo; Ge: Tati: WO iccchens ccc enenndeeandincinan 5 


2A letter by counsel for Richlyn concerning this table may be found on p. 13106. 


Senator Kerauver. We thank you very much, Mr, Larrick, for the 
full statement that you have prepared and given to us. 

We announced that we wouldn’t have any questions this afternoon, 
and we told the other Senators that would be the case. 

Mr. Flemming will be back with other officials of the Food and 
Drug Administration on Monday morning at 10 o’clock, so we will 
stand in recess until that time. 

(Whereupon, at 5:45 p.m., the hearing was recessed, to reconvene 
at 10 a.m., Monday, June 6, 1960.) 
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MONDAY, JUNE 6, 1960 


U.S. Senate, 
SUBCOMMITTEE ON ANTITRUST AND MONOPOLY, 
OF THE COMMITTEE ON THE J UDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:20 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver (chairman), Carroll, and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Horace 
L. Flurry, counsel; Peter N. Chumbris, counsel for the minority; 
Nicholas N. Kittrie, counsel for the minority; George E, Clifford, 
assistant counsel; Dr. John M. Blair, chief economist; Dr. E. Wayles 
Browne, Jr., economist; Dr. Irene Till, economist ; Paul S. Green, edi- 
torial director; and Gladys E. Montier, clerk. 

Senator Keravuver. The committee will come to order. 


STATEMENT OF HON. ARTHUR S. FLEMMING, SECRETARY OF 
HEALTH, EDUCATION, AND WELFARE; ACCOMPANIED BY 
GEORGE P. LARRICK, COMMISSIONER OF FOOD AND DRUGS, 
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE; JOHN 
L. HARVEY, DEPUTY COMMISSIONER; AND WINTON B. RANKIN, 
ASSISTANT TO THE COMMISSIONER; AND ROBERT A. FORSYTHE, 
ASSISTANT SECRETARY; AND WILLIAM W. GOODRICH, ASSIST- 
ANT GENERAL COUNSEL, DEPARTMENT OF HEALTH, EDUCATION, 
AND WELFARE—Resumed 


Senator Kerauver. Mr. Flemming, to repeat, I believe you became 
Secretary of Health, Education, and Welfare on August 1, 1958? 

Secretary Fiemmine. That is correct, Senator. 

Senator Kerauver. You state on page 4 of your statement, Mr. 
Flemming: 


If I had known at any time what I learned on May 18— 


that is May 18, 1960, the day that the subpenaed documents were 
put in the record by this committee— 


I would have taken action looking toward Dr. Welch’s discharge. Commissioner 
Larrick concurs in this judgment. Dr. Welch’s actions cannot be justified on 
the basis of prior approvals as I stated they could in the fall of 1959. Commis- 
sioner Larrick and his predecessors accepted his word that his actions were in 
accord with those prior approvals, It is clear that they were not. It is also 
clear, therefore, that we should have thoroughly investigated his statements 
tous. I regret that we did not. 
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As I understand it, then, after you became Secretary of Health, 
Education, and Welfare and on the occasion or occasions when this 
matter was called to your attention, if you had known the amount 
of the formula for his compensation or honoraria, you would have 
discharged Dr. Welch? 

Secretary Fiemmine. That is correct, Senator. 

Senator Kerauver. You have been very cooperative after my letter 
to you asking for the staff of this committee to have the right to look 
at and secure certain papers with reference to Dr. Welch. A number 
of them have been secured, and I think they should be made a part 
of the record. The first one, headed “Draft, May 15, 1960,” is a 
chronology of events of the outside activities of Dr. Henry Welch. 
We will make that exhibit 243. 

et No. 243 may be found on p. 12949.) 

enator Kerauver. On page 2 there is this sentence, opposite 1954: 

The principal revenue from this journal comes from advertising and the 
sale of reprints. 

Apparently this is a matter that came up in 1954, from your chronol- 
ogy that has been furnished. I wonder about that. It would seem to 
have put somebody on notice, from your own chronology, that revenue 
from advertising and the sale of reprints—honoraria, or whatever you 
want to call it—was paid to Dr. Welch. 

Secretary Ftemmina. Senator Kefauver, that, of course, was called 
to my attention when I began to inquire into this situation; and that is 
why I arrived at the oonaladin that any policy that would permit the 
approval of an arrangement such as br. Welch had—namely, an 
arrangement to serve as editor of these publications—was not a sound 
policy ; and that is why I initiated action looking toward the develop- 
ment of a policy under which activities of this kind could not, and 
would not, be'appebved in the future. 

It seemed to me that it was unwise policy to permit any employee 
of the Food and Drug Administration to have a connection as editor 
with a publication that depended for its revenues to a very consider- 
able degree on advertising from pharmaceutical companies that he, in 
turn, was charged with the responsibility of regulating. 

Senator Kreravver. It isnot only bad policy, it is a conflict. 

Secretary Fremminea. It seemed definitely that—let me put it this 
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way. 

Re you know, the policy statement that I put out in October stated 
that in my judgment an employee should not engage in any activities 
that created a real or apparent conflict of interest or that would tend 
to reflect discredit on the Department and its operations. 

It seems to me that, even assuming that all Dr. Welch received was 
“honoraria” as we commonly think of that term, it was a relationship 
that just shouldn’t exist. 

Senator Krravver. This would seem to indicate that, back in 1954, 
it was known that the principal revenue from the journal came from 
advertising and the sale of reprints, although it could not have been 
brought to your attention, since you became Secretary in 1958. 

Secretary Ftemmine. That is right. 

Senator Keravver. I understand that. 

Then we find in May 1959 a letter from Mr. Miller to Mr. Miles, 
which we will make exhibit 244, 





— 
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ee No. 244 may be found on p. 12953.) 
enator KEravuver. o is Mr. Miller and who is Mr. Miles? 

Secretary Fremmine. Mr. Miles is the assistant to the Secretary 
in charge of the administrative operations in the Secretary’s Office, 
and Mr. Miller is a member of his staff. 

Senator Krravver. Is Mr. Miles press secretary ? 

Secretary FLemmine. Pardon me. What Mr. Miller? Do you have 
the first name there? 

Senator Krravver. C. Miller. 

Secretary Firemmine. That is correct. He is a member of Mr. 
Miles’ staff. 

Senator Keravuver. It says in the second paragraph: 

Frankly, for the moment, I’m stuck on the approach to the questionnaire and 
the questions themselves. The only question I feel I don’t know the answer to 
(factual, not philosophical) is the one about whether or not the one journal is 
financed from sale of reprints. 

As I understand it, when this matter first came up in the early 
part of last year when you went into it, questions were prepared con- 
cerning Dr. Welch’s activities; is that correct? 

(At this point in the proceedings, Senator Carroll entered the 
hearing room.) 

Secretary Fremmine. I am not familiar with that particular docu- 
ment. I have asked for a copy of it. 

Senator Keravver. This is a draft, entitled: 

“Answers to Questions Raised by the Inter-Governmental Rela- 
tions Subcommittee of the House Government Operations Committee 
About Dr. Henry Welch’s Outside Activities.” 

Then there seems to be a number of questions, and following the 
questions are answers, together with exhibits. That is what Mr. 
Miller apparently was referring to as the questionnaire. 

I take it, Secretary Flemming, that your own feelings on the Welch 
matter were summarized in your comments on the policy statement 
on outside activities and application in Welch case, based upon the 
meeting which apparently took place September 26, 1959. 

We have Mr. Bush’s notes on the Secretary’s comments, dated Sep- 
tember 26, 1959, which you have there, I take it. We will make that 
exhibit 245. 

Exhibit No. 245 may be found on p. 12958.) 

enator Kerauver. I don’t want to read it all, but point 2 refers 
to the question of whether Welch can be editor of a publication, 
which should be thoroughly explored : 


Welch should have no financial interest in publication except fee for serv- 
ing as editor, and this fee should not be in relation to advertising. 


Then point 5: 


Part of the language of the final paragraph of Mr. Harvey’s memo has a 
double edge. In an effort to show that Welch was not guilty of wrongdoing, 
because his superiors acquiesced in his outside activities, the language can give 
Larrick & Co. the appearance of not agreeing with the new policy. 


Then 6: 
The memo from FDA should be from Larrick to the Secretary. It should 


assert that the adjustments of Welch’s activities specified in the memo bring 
such activities into conformity with the new policy. 
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Next, we seem to have a memorandum which has been referred to. 
This is entitled: “Memorandum for the Record re Dr. Henry Welch’s 
Connection with Non-Governmental Publications, May 19, 1959,” 
which will be exhibit 246. 

(Exhibit No. 246 may be found on p. 12959.) ; 

Senator Kerauver. It seems that there was an inquiry made by 
HEW, or by your office, as to what the practice was with reference 
to other magazines. Quite a number of people were consulted for 
their opinion, ; 

On page 2 there is a question: 

Do editors generally receive salaries or honoraria? 

The reply: 

None of the respondents was aware of a salary or honorarium going to an 
editor of a scientific journal. It is quite customary for all expenses, such as 
travel, clerical costs, and other office services, to be paid, but no reimbursements 
for services rendered (Gray and Stewart). 

I take it that they were two people consulted in connection with it. 

The fourth question: 


Are there any examples of instances where scientific journals are distributed 
free and financed out of sale of reprints? 


Part of the reply: 


The concept of reprints ordered by commercial firms for advertising purposes 
was totally foreign * * * (Martin, Gray, Stewart). 


The next exhibit is dated May 19,1959. It will be exhibit 247. 
(Exhibit No. 247 may be found on p. 12962.) 
Senator Keravuver (reading) : 
Charles Miller— 
it says— 
Memorandum for the record re Dr. Henry Welch’s connection with non-Govern- 
mental publications. 
It relates to an interview with a leading science editor. 
Point 3: 
It is not common for Government employees who are editors to receive hon- 


oraria, but he knows that some do—very nominal and he approves of them as 
long as they are nominal. 


Point 4: 

Advertising is a very secondary source of income to these journals. 
Point 5: 

Making ends meet through reprints is unknown to him. 


The next exhibit is from Mr. Larrick to Mr. Miller re Henry Welch, 
June 1,1959. That will be exhibit 248. 

(Exhibit No. 248 may be found on p. 12964.) 

Senator Kerauver. it appears, Mr. Flemming, that Mr. Larrick 
penenn checked with Dr. Welch and secured elaboration of the 

act that the principal source of income from the Journal of Antibiotic 

Medicine and Clinical Therapeutics came from ads and reprints. The 
last paragraph reads: 


The principal revenue for the journal comes from advertising and reprints. 
Examination of the journal, however, shows that the advertising is not very ex- 
tensive. Dr. Welch states that the journal consistently loses money. 
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Of course, that was a mistake. Did not information come to you at 
that time that the principal source of income from the journal came 
from advertising and reprints ? 

Secretary FLemmine. Mr. Chairman, you are absolutely correct, 
and I go back to my original statement. That is what, among other 
things, convinced me of the fact that an employee of the Food and 
Drug Administration should not have a relationship with a publica- 
tion that depended on advertising or sale of reprints—advertising 
from pharmaceutical companies and sale of reprints to pharmaceutical 
companies. 

That put him in a position where he was dependent on his income 
from persons that he was charged with the responsibility of regu- 
lating, and, as you very well state, I don’t think that you can describe 
that in any other way than a conflict of interest. 

Senator Kerauver. You say this after you had found out. about. this 
conflict of interest. But, Mr. Flemming, in view of your statement that 
it was a conflict of interest and bad policy and so forth, it seems that 
you rather praise Dr. Welch in your press conference of October 14, 
1959, as reported by AP. There is another article by UPI. These 
two together we will make exhibit 249. 

(Exhibit No, 249 may be found on p. 12965.) 

Senator Krrauver. Do you have those with you? 

Secretary Fremmrina. I don’t have them with me, no. I recall 
the—— 

Senator Kerauver. The important part is this: 

Flemming also defended the writing and publishing activities of Dr. Henry 
Welch, Chief of the Food and Drug Administration’s Division of Antibiotics, 
which came under congressional fire first last year. He said that Welch was 
“one of the outstanding scientists-at the present time,” and added that “no one 
has intimated any actual conflict of interest.” He did, however, announce a 
new Department policy on outside writing, editing, and lecturing for new em- 
ployees and said that Dr. Welch had agreed to resign from editorial positions 
on several medical journals and discontinue publishing of the Antibiotics 
Annual by a publishing house in which he has a financial interest. Flemming 
said that Welch’s activities had been entirely sanctioned by the Department in 
the past, but that in the future its employees would be banned from writing or 
publishing information for profit which they obtained through their official 
positions, 

That is from the UPI article. 

You have just said you thought it was a conflict of interest. You 
say here, as I quoted you—and I know the reporters recorded your 
comments as accurately as they could—“no one has intimated any 
actual conflict of interest.” This was in October 1959. But you were 
put on notice of it in June and prior to June 1959. How do you ex- 
plain that ? 

Secretary Fremminea. Mr. Chairman, as you have accurately indi- 
cated, I was confronted with the fact that the activities that Dr. 
Welch had been carrying on had been carried on with the approval, 
first of the Federal Security Administration, and then of the Depart- 
ment of Health, Education, and Welfare. Consequently, as 1 have 
also indicated, I felt that it was necessary to put a new policy into 
effect under which such activities could not be carried on. 

I was assured by those who were acquainted with Dr. Welch’s ac- 
tivities that he was an outstanding scientist in this area. I so indi- 
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cated at the press conference. I was also assured that no one knew 
of any action he had taken by reason of the connections he had with 
these publications that was contrary to the actions that he should have 
taken asa public official. It was that latter point that I was intending 
to reflect. 

Now, keep in mind the fact that at that particular time, of course, 
I knew nothing—neither did my associates—of the actual business 
arrangements that he had with these companies. But I was assured 
that on the basis of his 22 years of experience with the Food and 
Drug Administration, to the knowledge of those who had been respon- 
sible for his activities, he had not taken any action as a result of these 
connections that was contrary to the action that a public official should 
have taken. 

Senator Keravuver. The point that bothers me is that you defended 
these writings with this remark: 


No one has intimated any actual conflict of interest. 


Yet, you had quite a number of documents in your office, and quite 
a number of letters from Congressmen, which we will put in the 
record soon, calling your attention to the fact that there was a conflict 
of interest, and that you knew that this revenue or honoraria was 
based upon advertising and reprints. 

What you say now is that you think it is a direct conflict of interest. 

Secretary Fremmine. Mr. Chairman, there isn’t any question at 
all in my mind, and there wasn’t any question in my mind at that 
time, as to the conduct of a Federal employee who is a part of a regula- 
tory agency of this kind. I had no doubt in my mind but that, in 
view of the fact that the primary source of income for these publica- 
tions was advertising revenue from the pharmaceutical companies, 
the sale of reprints to pharmaceutical companies, and no one con- 
nected with the Food and Drug Administration should have a rela- 
tionship with those publications, . 

That issue was clear in my mind, and I tried to state it as clearly as 
I could in the policy statement. As far as Dr. Welch personally was 
concerned, the point was underlined that what he had done had been 
done with the approval of the Federal Security Administration and 
of the Department. 

The point was underlined that he was regarded as a competent 
scientist. ‘The point was underlined that, as far as his superiors 
knew, he had not taken any action contrary to the interest of the 
consumer. 

I accepted those last two statements from his superiors and tried to 
reflect that at the press conference. In other words, I was trying, 
Mr. Chairman, at that time, to be as fair and equitable as possible. 
I knew that I was taking an important action when I put a new policy 
into effect and when I required him to resign his connection with these 
publications on the basis of the new policy. 

I knew that he had asserted to me and to others that what he had 
done, he had done with full approval. Consequently, I wanted to be 
perfectly fair as far as my pill statements regarding him were con- 
cerned, and I passed on the best judgment of those who had watched 
his work over 22 years that he was a competent scientist and that he 
had not taken any action contrary to the interests of the consumer. 
That is all I was saying at that particular time. I still agree with the 
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answer I gave you a little while co that a relationship such as 
he had clearly fell within a prohibition of any relationship that 
created either a real or apparent conflict of interest or that would 
bring discredit upon the Department. 

Whether there was any real conflict or not, I don’t see how anybody 
could help but conclude—that a person looking at it from the outside 
would say, “Well, we can’t get as consumers a square deal from a 
person who has got a relationship with publications that, in turn, 
rely on income from the companies that he is charged with the re- 
sponsibility of regulating.” 

Senator Kreravver. I agree with you about that, but I am just won- 
dering why you said: 


No one has intimated any actual conflict of interest— 
from the UPI report; and from the AP report— 


I never heard anyone intimate to me that there was ever any actual conflict 
of interest. 


It is apparent, Mr. Flemming, that either you or your office had these 
records in which they had reached the conclusion that his income was 
based upon advertising and reprints, which you say does constitute 
a conflict of interest. 

Secretary FLemmine. Mr. Chairman, the statement is factually cor- 
rect that no one had presented to me any evidence indicating that Dr. 
Welch had taken action which was contrary to the kind of action that 
a person in his position should have taken. No evidence of that kind 
was submitted to me. 

Of course, I think that we must keep clearly in mind the fact that 
the evidence before me at that time was evidence that the magazine 
received income from pharmaceutical companies. 

I had no evidence in front of me to the effect that Dr. Welch was 
getting a cut on the advertising revenue or a cut on the sale of reprints. 
As I indicated in my statement earlier, if I had had evidence of that 
kind before me, I would have concluded that he had received approval 
by misrepresenting his relationship with the publications and that 
action should be taken against him on the basis of such misrepre- 
sentations, 

Senator Kerauver. The next exhibit is entitled: “Administrative 
Confidential—Paper for the Files on the Dr. Welch Matter, May 
6,1959.” That will be exhibit No. 250. 

(Exhibit No. 250 may be found on p. 12967.) 

Senator Keravuver. Point No. 2 says: 

However, advocacy of a position in a particular article wherein there is con- 


troversy and the writer has an effect upon this controversy in his official capacity 
may constitute a conflict of interest. 


Then point No. 4: 


Existence of relationship of a Federal employee with a publication where 
(a) his income varies with the amount of advertising received by the publication 
or (b) is dependent on reprints ordered by private concerns, may constitute a 
conflict of interest. 

This is dated May 1959. This is from your office. 

Secretary FLemminea. Mr. Chairman, Jet me now identify the source 
of this and the reason for it. 
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Senator Krravuver. This exhibit has the subtitle: “Some possible 
principles involved.” 

Secretary Fiemmine. Mr. Chairman, Mr, Miller tells me that this 
document was written by him for the files and that it is designed to 
set forth the principles to be applied to a case of this kind under the 
existing policy within the Department. 

You will note that this was May 1959 that this document was pre- 
pared. I can say categorically—Mr. Miller is here and can testify on 
this—as far as point 4 is concerned, it seems to me that he is setting 
forth a very sound principle. 

But it is not intended to indicate that at that time he or, as far as I 
know, anyone else in the Department knew that Dr, Welch’s income 
varied with the amount of advertising received by the publication or 
that it was dependent on reprints ordered by private concerns, 

This was a part of the evolution of the policy that I finally an- 
nounced, and certainly I would agree with point 4 that a relation- 
ship of that kind would be indefensible. 

I don’t know just what your purpose is in calling attention to point 
4, If it isto Ces that we knew that Dr. Welch’s income depended 
upon the amount of advertising received, or varied on the basis of the 
amount of advertising received by the publication, or was dependent. on 
reprints ordered by private concerns—if it is intended to create that 
impression, then let me say that, to my knowledge on May 6, 1959, and 
also in October 1959, when I made the announcement I did, no one in 
the Department knew that his income varied with the amount of ad- 
vertising received by the publication or that his income was depend- 
ent.on reprints ordered by private concerns. 

Senator Keravuver. Mr. Flemming, consider the pertinency of this 
exhibit. Itsays: 

Paper for the files on the Dr. Welch matter. 


The points made apply to Dr. Welch. This is May 6, 1959. 
Then referring back to June 1, 1959, the Miller memorandum, 
exhibit 248, says categorically the following: 


The principal revenue for the journal comes from advertising and reprints. 


Secretary FLemmine. Mr. Chairman, let me state very definitely and 
ositively that, as of May 1959, at my direction Mr. Miles and Mr. 
filler and others were working on the Department’s policy state- 

ments in this area. At that time I indicated that I felt that it would 
be necessary for us to issue a new ‘police , the kind of a policy that would 
prevent approvals such as Dr. Welch had received. 

All this paper is, is an indication of some of the principles that 
should be kept in mind in the development of a policy statement of that 
kind. 

Again, I want to say categorically that, as of that time, to my know]- 
edge, no one in the Department knew that Dr. Welch was getting hon- 
oraria based on income which varied with the amount of pdvertising 
received by the publication or based on reprints ordered by private 
concerns. 

I am sure that you are presenting this to me for the purpose of en- 
deavoring to clarify the record, and I just want to make that very 
firm statement. 
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Senator Krravver. Yes, that is the purpose. 

As exhibit 251—and we will put these all together—there are seven 
letters from Senators and Congressmen. Some were sent before you 
took office, some after you were there—and Senator Kennedy, I be- 
lieve, made a phone call—to inquire about this matter. Some of them 
complained about it and asked about the public policy and what the 
facts were. 

(Exhibits No. 251-A through 251-H may be found on p. 12969.) 

Senator Krravver. It appears to me that up to this point, Mr. 
Flemming, you knew, and everyone knew—must have known—that 
the revenue from the journal was from advertising and reprints. 

The only thing that I can see that you perhaps had no information 
about was the formula for arriving at the revenue and perhaps the 
amount of the revenue. 

But all of these questions were being asked by Congressmen and 
by physicians. And there was a tremendous interest in this situation 
over a considerable period. Why didn’t you ever ask those two very 
important and decisive questions? You, or your Department, asked 
him everything else. Yet, the crucial question was: Was he getting 
his honorarium on a formula, and, if so, how much ¢ 

Dr. Welch was not able to be here, but Mr. Markel, his lawyer, told 
us that he told—I don’t know whether it was you—but Dr. Welch 
told someone in the Food and Drug Administration that his income 
was very substantial. 

In all of these investigations, why were not the two most important 
questions asked ? 

Secretary Fiemmine. Mr. Chairman, I will be very glad to re- 
spond to that question, and I would like just to make a preliminary 
remark in responding to it. 

I would like to have you put yourself in the position that I was in 
as head of the Department. This matter was called to my attention, 
as you indicate, by letters from Congressmen, as well as by the article 
in the “Saturday Review” and Members of the Congress did ask to be 
informed about it. 

I looked into the matter and was told very definitely that what Dr. 
Welch was doing, he had done with the approval, first, of the Federal 
Security Administration and, finally, of the Department of Health, 
Education, and Welfare. 

I immediately, in my own mind, felt that a policy that would 
result in approvals of this kind was deficient at some point, and, con- 
dionastty. | asked to have work done on the development of a policy 
which would apply throughout the Department and which would re- 
sult in approvals of this kind not being forthcoming in the future. 

I then applied this particular policy to Dr. Welch. Obviously, I 
had no basis for proceeding against Dr. Welch for doing what his 
superiors had told. him he could do. I did have an obligation, how- 
ever, to request him to stop doing what he had been doing in accord- 
ance with the policy I had issued. 

He did comply with that request. 

Now, as far as further investigation into the way in which he had 
received income under approved actions is concerned, as I indicated 
very clearly in the comment that you read earlier, on the basis of 
what I now know, his actions could not be justified on the basis of 
prior approvals, as I stated that they could in the fall of 1959. 
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Commissioner Larrick and his predecessors accepted his word that 
his actions were in accord with those prior approvals. It is clear 
that they were not. It is clear that this was a case of misplaced 
confidence in a fellow worker, and I am perfectly willing to agree 
with anyone that, as we look back on it now, it is clear that we should 
have thoroughly investigated the statements he made relative to his 
rosea with these publications. And I regret very much that we 

id not. 

You have in your records, Mr. Chairman, an exchange of corre- 
spondence between Dr. Welch and Mr. Ibanez in 1956, and I am 
sure that you will agree that that correspondence is very misleading. 

Mr. Larrick and his associates accepted the statements in that 
correspondence. 

Senator Krerauver. Yes. 

Secretary Fremmrne. It is clear that it was misplaced confidence 
on their part. , 

For example, I recall distinctly one expression in that correspond- 
ence to the effect that he did not have any business connections with 
the MD Publications. 

If the connections he had were not business connections, I don’t 
know how to define that particular term. There is no doubt that 
Commissioner Larrick and his associates accepted his statements, and 
it is also clear that those statements should not have been accepted 
at face value as coming from a person who could be trusted. 

It is clear that he couldn’t be trusted, and it is clear that those state- 
ments should have been investigated. I regret that they were not. 

Senator Krravver. I appreciate your frankness about it. The cor- 
respondence you referred to between Dr. Martin-Ibanez and Dr. Welch 
has been placed in the record. 

My way of background, when this matter was first approved back 
in 1950, it was at that time stated that no money would be made; 
that there would be a loss for some time; then the records did show 
that in 1953 the venture started making money. There was not any 
discussion, as you say, as to the formula upon which compensation 
would be based. Nothing appears about that until considerably later. 
But in connection with what you have just said, Mr. Flemming, may 
I refer you to the document entitled “Statement by George P. Larrick 
on Henry Welch.” 

It says on it, handwritten : 

“Not used, prepared by FDA 5/13/60.” 

We will make that exhibit 252. 

(Exhibit No. 252 may be found on p. 12983.) 

Senator Kerauver. Do you havea — Q 

Mr. Larrick. What was the date, sir 

Senator Kerauver. This is a draft of a statement by Mr. Larrick 
that was found in the files. It says practically what you said in your 
press release of October 1959. 

What I can’t understand isthis. On page7: 

At no time did the Food and Drug Administration or the Department of Health, 
Education, and Welfare know how much money Dr. Welch received for his out- 
side editing and publishing activities. He was not requested to furnish this 
information because it did not appear to have a bearing upon the propriety of 


his actions. We would not have approved an improper activity even though no 
money or a small amount of money were involved. 
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That, to me, is astounding. Here the question is posed whether to 
ask him these questions or not and for some reason it was determined 
not to. 

The two key questions are: “What was your formula?” and “How 
much money did you make or were you receiving?” I can’t under- 
stand why the Department felt it was not good policy to ask those 
questions. 

Secretary Ftemurine. Mr. Chairman, first of all, let me say it is my 
understanding this memorandum never did come to me; that, as you 
indicate, it is a draft of a possible memorandum that we made available 
to you just as we made available all of the other information bearing 
on this case. 

Let me deal with the basic issue. 

Senator Keravuver. This is Mr. Larrick’s memorandum. I don’t 
know where it got to. 

Secretary Fitemmine. It was a possible draft to me, but it never did 
cometome. But let me deal—— 

Senator Hruska. If the Secretary will yield, the original has a note 
on it that it was not used ; isn’t that true? 

Senator Kerauver. Yes. There is this notation: 


Not used—prepared by FDA 5/13/0. 


Senator Hruska. Yes. 

Senator Keravuver. The question is, does this reflect the attitude of 
Commissioner Larrick ? 

Senator Hruska. Exactly, and the Secretary says it never came 
to his attention, as I understand it. 

Secretary Ftemmina. That is correct, Senator. May I address my- 
self, Mr. Chairman, to the basic issue that you raise in your question. 

Senator Keravuver. Does this memorandum, although not used, re- 
flect your philosophy ? 

Secretary Ftemmine. That is what I wanted to do. I want to ad- 
dress myself to the general question. 

Dr. Welch’s activities had been approved under the then existing 
policy statements of the Department and the Federal Security Ad- 
ministration. They had been approved on the basis of representations 
to the effect that he was going to serve as editor of these scientific 
journals. 

When the issue was called to my attention, as I indicated, I felt that 
an employee of the Food and eat Administration should not have a 
relationship with this type of publication, and, therefore, I ordered 
him to cease his relationship. 

Now, if he had come to me at that particular time and said, “Well, 
this just involves $500 a year,” I would have taken the position that 
it doesn’t make any difference that it only involves $500 a year. I 
would have said, “You shouldn’t have any relationship with a pub- 
lication that depends for its income on advertising revenue from the 
companies that you are eens 
_ In other words, at that particular point, as far as my own thinking 
is concerned, it was immaterial how much money he was going to get. 
My point was that he shouldn’t have any relationship, irrespective of 
the money. 

Senator Keravuver. I agree with you as to the principle. 
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Secretary Fiemmina. I am sure you do. 

There is a basic principle involved there that in my judgment should 
be applied to a situation of this kind. But in fairness to those who 
gave the approval in the past, the record is very clear that they 
gave the approval on the assumption that he was having the kind 
of relationship that an editor would normally have with a scientific 
publication : that he would receive honoraria in return for the services 
rendered, and they approved it on that basis. 

But I am convinced that if they had known that he was getting a 
cut on the advertising revenue and getting a cut on the sale of re- 
prints, that would have sharpened up the issue in their own minds 
to a much greater degree than it was. 

I think that ought to be said in fairness to those who gave that 
particular approval. 

Certainly, if I had known that he was getting his income in this 
particular way, I would have concluded that, among other things, he 
was guilty of misrepresentation in dealing with his superior officers 
and that he should be roceeded against on that basis, because, Sen- 
ator, I think you donk agree that certainly there is nothing in this 
correspondence that you and I referred to earlier that would indicate 
that he was getting this kind of a cut. 

The thing that amazes me, among other things, is that Mr. Ibanez 
in replying to Dr. Welch states: 

Your statements represent an accurate, objective, and truthful presentation 
of all of the things we have done. 

I just don’t think that statement would stand up under any 
condition. 

Senator Krerauver. Mr. Flemming, back when the activities were 
first approved, there was nothing said about getting a cut or about 
making any money whatsoever. It became apparent later on that 
he was making considerable money. 

Secretary Fiemmine. Mr. Chairman, when? When did it become 
apparent? 

Ronece Keravver. For instance, on November 24, 1950—this is in 
the record. This was back when it was originally approved. 

Secretary Ftemmine. Right. 

Senator Keravuver. This is from General Counsel, Mr. Willcox, to 
Mr. Leo Miller, and it says, among other things: 

Apart from the personnel policy forbidding outside work to be performed dur- 
ing hours of the office, it is illegal for employees of the Government to receive 
compensation, other than their Government salary, for work performed during 
hours of official duty, whether the work constitutes part of their official duty or 
constitutes outside work. 

If the amount of official time involved is insignificant, however, as I judge it to 
to have been in Dr. Welch’s case, I should not object if the administrative officer 


concerned were to apply the maxim de minimis non curat lex, and to disregard 
a trivial amount of official time spent on the project. 


Then the next page says: 


I think it illegal for a Government employee to use for private profit data avail- 
able to him because of his official position unless the data either have been pub- 
lished or are available to the public or at least is available to other qualified 
writers who may wish to use them for a similar purpose. To my mind, such use 
of materials which do not meet one of these conditions would give the employee 
an unconscionable profit from work performed by him or by others at the Gov- 
ernment’s expense. 
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From Dr. Welch’s memorandum it is clear that he proposes to use specific clini- 
cal data— 
that it would be private information, and so forth. 

So there wasn’t any compensation for a long time. But if this is 
so important, whether there was a formula—first, let me say you 
knew and your Department had information, that he was a part- 
owner of Medical Encyclopedia. 

Secretary Ftemmine. That is correct. 

Senator Krerauver. And you had notice that: 


Principal revenue from the journal comes from advertising and reprints. 


There is a principle involved whether he was operating under. a 
formula. The amount merely magnifies it. 

Senator Hruska. Mr. Chairman, in reading that sentence, I think 
you ought to read the rest of the sentence. 

Senator Keravuver. I have read it several times. 

Examination of the journal, however, shows that the advertising is not very 
extensive. Dr. Welch states that the journal consistently loses money. 

Dr. Welch may be a great scientist and all that, but he didn’t square 
up with all the information that should have been given to you. 

Secretary Ftemminea. Mr. Chairman, I am glad 

Senator Hruska. Would you yield for this observation. 

That paragraph read by the chairman now was from a memo- 
randum made on June 1, 1959, following an interview between Mr. 
Charles Miller and Dr. Welch. 

So even at that late date, there was the contention—— 

Mr. Larrick. No, that is wrong. 

Senator Hruska. Who was it! Was it Commissioner Larrick who 
talked to him? 

Mr. Larrick. What was the date on the letter, Senator ? 

Senator Kerauver. June 1, 1959. 

- Mr. Larricx. You are quite right. 

Senator Krravuver. This is from Larrick to Miller. Apparently, 
Commissioner Larrick 

Senator Hruska. To Mr. Miller from Mr. Larrick. 

Mr. Larrick. Yes. 

Senator Hruska. Even at that late date, Dr. Welch had contended 
and made disclosures which apparently could serve as a basis for 
misrepresentation as to his income. 

Secretary Fremmine. Mr. Chairman and Senator Hruska, in the 
first place, I want to say that I think that Senator Hruska’s observa- 
tion 1s sound; and I also agree, Mr. Chairman, with your observation : 
that we are confronted with a situation here where a trusted employee 
of the Food and Drug Administration did not come clean with his 
superiors. 

As you know, to me this exchange in 1956 was rather important. 
I, like you, was just getting back into the history of the whole 
thing. But, as you know, at that time Mr. Connor, who I think was 
representing the American Drug Manufacturers Association, came 
into the Department and expressed concern about what was going on. 

And you have a memorandum from Dr. Welch to Mr. Larrick ex- 
plaining what he said to Mr. Connor. 
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Senator Kerauver. Yes, we have put that in the record. But, now, 
the point is—— 

Secretary Fiemmrine. But, sir, as you read that, Mr. Chairman, I 
am sure that you have had the same impression that I have—as you 
have gone ahead and read his letter to Dr. Ibanez—that, certainly, 
he did not present to the Department the facts as they were. In fact, 
he came a long ways from doing it. 

Senator Keravver. I think that is quite clear. But the point is: 
Why, Mr. Flemming, or why, Commissioner Larrick, did you not re- 
quest the formula upon which Dr. Welch was getting his compensa- 
tion ? 

Secretary Fremmrine. It is perfectly clear, Mr. Chairman, that 
they trusted his statements. It was a case of misplaced confidence, 
and there isn’t any doubt at all that they should have asked for it 
and should have asked for the information that is now available. 
There is no question about it. 

Senator Carroti. Mr. Chairman, will you yield? I would like to 
put a question. 

Senator Kreravuver. I yield to Senator Carroll. 

Senator Carrot. Doctor, did you at any time ever talk personally 
with Dr. Welch about this situation ? 

Secretary Fremmine. Yes; just prior to the time that I requested 
him to resign his connection with these two publications. 

Senator Carrot. What date was that approximately ¢ 

Secretary Ftemmina. It was on October 9, 1959. I took the policy 
statement that I had developed, and I went down that policy statement 
with him and explained to him why I felt that a policy of this kind 
was the only sound policy to apply in a situation of this nature. 

Senator Carron. At that time, when you talked with Dr. Welch, 
did you discuss his income from outside sources? 

Secretary Fiemmrine. I did not; to my knowledge. 

Senator Carrott. Do you not think that is really the gist of the 
whole issue about conflict of interest ? 

Secretary Ftemmine. No, Senator, I did not regard it as the gist. 
As I indicated to the chairman a few minutes ago, if he had been get- 
ting only $100 or $10 from these publications, I would have asked him 
to resign, because, in my judgment, he had no right to have a connec- 
tion as an employee of the Food and Drug Administration with publi- 
cations that were depending for their revenue on the companies that 
he was regulating. 

Senator Carroti. But you knew he had such a connection ? 

Secretary Fruemmina. I knew that he had a connection with them 
and directed him to sever that connection. 

Senator Carrott. But I mean, the connection was of a financial 
nature; was it not? 

Secretary Ftemmina. I knew on the basis of the discussion that we 
have just been having here that he was receiving what he referred 
to as honoraria, but that didn’t make any difference to me. 

Senator Carrot. I can agree with you that this is a case of mis- 
placed confidence, and I think your statement here that there is no 
doubt in your mind now, as you look at the evidence, that there is an 
absolutely indefensible conflict of interest-——— 

Secretary Ftemmine. That is right. 
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Senator Carrotu. Those are your words. 
[ aOenetOnD Fiemmine. You and I are in complete agreement on 
that. 

Senator Carrott. How many employees do you have in HEW? 

Secretary Ftemmrine. 60,000. 

Senator Carrouu. 60,000? 

Secretary Fiemmine. Roughly. 

Senator Carrott. How many in the Washington office? 

Secretary FLemminc. Downtown here, there are around 7,000. I 
think I am correct. There are another 7,500 to 8,000 out at the 
National Institutes of Health. Then if you take this particular area 
in Baltimore, there are around 8,000 employees of the Bureau of Old- 
Age and Survivors Insurance. 

Senator Carrotz. As I understand it, you were appointed to this 
office in 1958 ? 

Secretary Fremmine. August 1, 1958. 

Senator Carrotz. And Dr. Welch had been with this organization 
for some 20 years? 

Secretary Fiemmina. He had been with them since 1938, as a 
career civil service employee. 

Senator Carroutz. In your remarks you said that this is a regula- 
tory body ? 

Secretary Fiemmine. Correct. 

Senator Carrotu. Therefore, because it is a regulatory body and it 
supervises in the public interest, there should be no outside employ- 
ment. Would you not agree that there should not be conflicts with 
the duties of the offices which these men hold ? 

Secretary FLemmine. No question about that at all. 

Senator Carrouu. I understand that you have appointed Dr. Bronk 
to make a complete reexamination of all that has gone on. 

Secretary Ftemmine. Senator, I would like to make this statement 
on that and, Mr. Chairman, if you are willing—because, as you recall, 
some of the things I said about that on Friday I said ex- 
temporaneously—I would just like to make a matter of record, if I 
may, Senator, because it is in direct response to your question. 

Senator Keravuver. That is quite all right. 

Secretary Fiemmina. In testimony before this subcommittee on 
Friday, June 3, 1960, I announced that I planned to look into the 
charges that had been made before the committee against certain opera- 
tions of the Food and Drug Administration. In view of the fact that 
some of my remarks were extemporaneous, I have prepared the follow- 
ing memorandum which I ask to have inserted in the record of the 

earings. 

1. Thats asked Dr. Detlev W. Bronk, the President of the National 
Academy of Sciences, to appoint a committee of outstanding scientists 
to review the policies, procedures, and decisions of the Division of 
which Dr. Henry Welch was formerly the Chief, as well as those of the 
New Drug Division of the Bureau of Medicine of the Food and Drug 
Administration. Dr. Bronk has agreed to appoint such a committee. 

2. I am establishing a special investigative unit in my own office. 
The principal members of the unit will come from outside the Depart- 
ment of Health, Education, and Welfare. This unit will investigate 
any charges that have been made in testimony before the Subcommittee 
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on Antitrust and Monopoly reflecting on the integrity of employee 
actions related to decisions made in specific cases and, in addition, will 
investigate the charges that have been made that there is too close a 
relationship between some employees of the Food and Drug Adminis- 
tration ae the companies they are charged by law with regulating. 
This staff will report directly to me. I will evaluate the evidence 
brought together by the staff and will then make public my decisions 
and my reasons for the decisions. 

Senator, as I indicated to Senator Kefauver on Friday, of course, 
everything that I do along this line will be an open book as far as this 
committee or any other committee of Congress is concerned. 

Senator Keravuver. Will the Senator from Colorado yield? 

Senator Carrotu. I will be happy to yield. 

Senator Krrauver. While we have gone into the matter fairly ex- 
tensively, you know that there have been charges made by outstanding 
physicians on their own that are not in our record. Small drug com- 
panies have also made some charges which have not been placed in 
the record. We would hope that you would not only investigate 
charges before this committee, but those coming from any responsible 
source. 

Secretary Fiemmrina. Mr. Chairman, I certainly will, and I will be 
very glad to amend my statement to that effect, no question about it. 

Senator Krrauver. Senator Carroll, will you proceed ? 

Secretary Fremmtine. I put it that way because I am conscious of 
the charges that have been made here, but I think that some other 
charges have been made that should be looked into. 

Senator Carroti. Doctor, HEW operates under the Administrative 
Procedure Act, does it not ? 

Secretary Ftemmrna. I imagine you mean specifically here the Food 
and Drug Administration ? 

Senator Carrott. Yes. I am thinking about conflicts and court 
actions that arise. ‘ 

Secretary Fiemmrina. I think probably I should ask Mr. Goodrich 
to reply specifically to your question. I don’t think that we are tech- 
nically under the act, but the rules that we follow are similar to the 
procedures set forth in the act. 

May I ask Mr. Goodrich, our counsel, to give you that infor- 
mation ? 

Senator Carrotu. I would be happy to hear from Mr. Goodrich. 

Mr. Goopricu. All of our actions, Senator, are subject to the Admin- 
istrative Procedure Act. As you know, there is a section on publicity, 
the effective date, rulemaking, and adjudication. The Administrative 
Procedure Act meshes into the Food, Drug, and Cosmetic Act. 

While there are some recent amendments to the act which is what 
Secretary Flemming has in mind, which are a little bit different, 
basically we are under the Administrative Procedure Act. 

Senator Carrotu. You do have some adjudicatory functions? 

Mr. Goopricn. Yes, sir. 

Senator Carroty. Those functions are reviewable in a court of law? 

Mr. Goopricu. Yes, sir. 

Secretary Fiemmrna. That is correct. 
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Mr. Goopricu. Some of our rulemaking functions are, too. Unlike 
a great many other agencies, a great many of our functions are sub- 
ject to judicial review. 

Senator Carrot. Mr. Goodrich, would you not say, if you had 
lawyers on your staff who had outside retainers that geared in with 
the functions of the office, this would be a direct conflict of interest? 

Mr. Goopricn. I certainly do agree with that. 

Senator Carro.u. Is there any difference between that and the case 
of Dr. Welch, in your opinion ? 

Mr. Goopricu. Not in my opinion, no, sir, 

Senator Carron. I thank you. 

Dr. Flemming, the reason I raise this question is that you know that 
the whole system of administrative law has been brought into serious 
disrepute, not because of this administration, but because of the grow- 
ing complex economy of this Nation. 

Secretary Fiemmine. I think it is one of our most serious problems, 
Senator. 

Senator Carrot. It has been said by the courts, not by Senators or 
Members of the Congress, that these agencies are handling more cases 
now in the administrative law field than the courts are handling. 
Therefore, it is incumbent upon every man who holds high position, in 
my opinion, to do the very hime that you have so ably set forth today: 
to have the agency’s own investigating uniis check men who have been 
in Government for many years, so that we are not hemmed in my bu- 
reaucracies, and at the same time function in the public interest. 

Secretary Fremmine. That is right. 

Senator Carrott. I commend you for your action. I think you 
would recognize that the chairman and the staff have rendered a signal 
service to the public interest in uncovering this situation. This is 
what we do in a democracy. We move ahead to investigate and find 
out what is going on. 

Secretary Fiemmina. Senator, as a result of my better than 20 

ears’ experience in Government, I am a firmer believer than ever 
before in our system of checks and balances, and I feel that what this 
committee has been doing is a good illustration of our system of checks 
and balances. 

As a citizen and as a public official, I am very glad that the way in 
which Dr. Welch was compensated has been brought to light. 

As I have indicated very frankly, I am just sorry that we didn’t 
probe that particular aspect of the matter. But as far as I have been 
able to determine—let me say this: 

I also think that it is perfectly appropriate for this committee to 
probe deeply the question of whether or not there is any evidence 
indicating that persons associated with the Food and Drug Adminis- 
tration or the Department had knowledge as to the way in which Dr. 
Welch was being compensated. 

Now, as far as any evidence that has been presented to me up to the 
present time is concerned—and I think you have always got to qualify 
your statement in that way—lI have not seen any indication that the 
did know of the manner in which he was being compensated. As 
have indicated earlier, I wish that that phase of it had been probed. 

But, as you stated, apparently in agreement with me, this is a clear 
case of misplaced confidence in a career civil servant of 22 years stand- 
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ing. That does happen, as we all know, at times, not only in Govern- 
ment but in other lines of work. 

Senator Carro.u. It is pretty clear to me from the record that this 
started out not as a matter that could be considered a conflict of inter- 
est. But this is how things happened. It grew and grew and grew, and 
very soon people began to get involved. 

his leads me to the next question. There has been considerable 
discussion here about the back-door approach on adjudicatory matters. 

Secretary FLemmine. Right. 

Senator Carroty. Did any of the pharmaceutical houses—of course, 
they are one of those groups to be regulated by your agency # 

ecretary Ftemmine That is right. 

Senator Carrott. Did any of those people intercede with you? 
Have they ever sought to price pressure upon you or have any of 
the people who have charge of the matters which affect them? Have 
they sought to bring any political pressure, backdoor pressure, to 
influence decisions in your Department? 

Secretary Fremmine. Senator Carroll, as you say, charges have 
been made to that effect. This is one of the reasons why, first of all, 
I am asking a group of scientists to take a look at policies, procedures, 
and decisions, and this is the reason why I am setting up this special 
investigative unit. 

But as far as this particular case is concerned—and just taking my 
own personal situation—to the best of my recollection, the one con- 
tact that I had was a letter from the president of one of the compa- 
nies, and I think that letter is probably in the files of the committee. 
I don’t know whether it has been introduced as an exhibit or not. 

Senator Keravuver. Yes; it is one of the exhibits. 

Secretary Fiemme. In any event, this was the president of Parke, 
Davis who wrote me relative to Dr. Welch, stating that in his judg- 
ment Dr. Welch was an outstanding public servant. 

I wouldn’t attempt to quote it beyond that, but that was the nature 
of the letter. 

Senator Carroty. I think that would be different. But what I am 
really thinking of, where there were decisions to be made, this con- 
cept of a manufacturer’s representative being seated at the elbow of 
officials who are making decisions affecting the health of our people, 
as physicians—I don’t know whether this has ro There is 
testimony that it did happen, and I would hope that your investi- 

ating unit, and all of your eri would shut off this practice 
immediately, if it ever happened. 

Secretary FLEMMING. faster Carroll, let me say this: 

I think your point is important, and I have, as you know, and the 
other members of the committee know, had some personal experience 
with the reactions of economic interests to certain actions which I 
have taken in this particular area, along with the Food and Drug 
Administration. 

The fact of the matter is I spent a fair amount of time over a period 
of 2 or 3 months dealing with those reactions. I do think that this is 
an area where conflicts develop between economic interests and the 
health of the American people. 

This is the reason the agency was brought into existence. I do 
think that we have got to do everything we possibly can to make 
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sure of the fact that our operations are carried on in such a way that 
the health of the people always is given top priority over any eco- 
nomic interest. 

Senator Carroiy. That is a fine statement, Dr. Flemming, and one 
of my last observations is this: 

The mere fact that this may have heppenne to Dr. Welch is cer- 
tainly not a reflection upon the other public servants, the career men 
in this great Department. It is the agency’s principal duty to pro- 
tect the health of the people. At least, as far as I am concerned— 
and I think this is general sentiment—we want able public servants 
and we want men who resist pressure. We know that no Bureau should 
insulate itself against proper contacts. 

Secretary Ftemuine. That is right. 

Senator Carrot. But by the same token, they should not be in the 
ee to give in to influence. This is really what we are talking 
about. 

Secretary Fiemmine. That is right. 

Senator Carrott. When we say that no official, whoever he is, high 
or low, should ever become financially associated with any group over 
whom he has to exercise some sort of control. 

I think you are on the right track on this matter. I am chairman of 
a Subcommittee on Administrative Practice and Procedure—its prin- 
cipal function is not to investigate—it is kind of an oversight commit- 
tee—but to try to get to the men who help the great departments in the 
executive branch and in the regulatory branch to sharpen up. Per- 
haps you will have paved the way and perhaps this committee will 
have paved the way, although it 1s unfortunate that we have to use 
some individual as exhibit A. 

But this is the way democracy has worked and I think worked 
successfully. 

Secretary Ftemmine. Senator Carroll, I appreciate your comment, 
and I appreciate particularly your comment that, because of this 
very unfortunate experience with one career civil servant, we should 
not jump to conclusions, by any means, relative to the dedicated career 
civil servants who in many instances have given the best years of 
their lives to the protection of the consumer. 

I became acquainted with the Food and Drug Administration first 
back in 1939 and 1940, when I was a member of the Civil Service 
Commission. 

I developed the highest regard and respect for the dedication of 
these men to their task. I observed from outside of the Food and 
Drug Administration the Department situations where they called the 
shots as they saw them and where they were really asked to pay a 
penalty because they did call the shots as they saw them. 

I am sure that Commissioner Larrick would not want to say that 
we are absolutely sure that we have no other situations of misplaced 
confidence. This is why we are setting up the investigative unit. 

Iam setting it up on his recommendation. This is why we are going 
to go into it. 

Senator Carrotu. If I may interrupt for another reason, in listening 
to the letter of Commissioner Larrick, in a bureaucracy people become 
so accustomed to these matters that they forget sometimes that bu- 
reaucracies live on their own fat, too, and they get into a rut. 
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I hope this is true: that if he had known, he wouldn’t have put 
the stamp of approval on this practice. But somebody has to be 
probing underneath all the time and working. 

Secretary Ftemmine. That is right. ) 10 

Senator Carrot. That is why we need new blood coming into these 
agencies, and we should not discourage people who are dedicated 
public servants. 

Secretary Fremmrine. That is right. 

Senator Carroll, as you know from the record, of course, this par- 
ticular case began to develop even before Commissioner Larrick was 
Commissioner. 

Secretary FLemmine. You are right. Of course, he wouldn’t have 
stood for anything like this, nor do I think his predecessors would 
have stood for anything like this. 

But I do think it is important to have either in the Department or 
in an agency such as this some people who are of what I call a sus- 
picious turn of mind, who are not willing to place confidence in 
people without probing around and digging and finding out what 
the situation is, or was. 

I think that if we had had somebody at our right hand back in Oc- 
tober, when we were deciding that Dr. Welch should sever these con- 
nections, of a suspicious frame of mind or turn of mind, we would 
undoubtedly have launched an investigation along this line. 

T don’t know whether we would have gotten quite all of the informa- 
tion that this committee got by its general subpena, but I suspect we 
would have gotten enough of it so that the facts would have been 
perfectly clear to us. I think this is an important point to keep in 
mind in administering either a department or an agency of this nature. 

Senator Krrauver. May I ask two questions in line with Senator 
Carroll’s questions and then I will yield to Senator Hruska? 

You were asked whether any pharmaceutical companies had. in- 
terceded with you, and you referred to a letter you received from 
Parke, Davis and you furnished us a copy of this letter. It is dated 
June 12, 1959, and 1s exhibit 193. 

(Exhibit 193 may be found on p. 12609.) 

Secretary Fiemmine. That is right. 

Senator Kerauver. It is signed by H. J. Loynd, president. It is a 
two-page letter, so I won’t read it all, but it goes on to say that: 

“The subject I wished to discuss with you briefly was the vicious 
attack on Peni Welch by Mr. Lear in the February 1959 issue of the 
Saturday Review, which, in my opinion, is entirely without founda- 
tion. 

Did you not furnish us a copy of your answer to Mr. Loynd’s letter, 
Mr. Flemming? Do you have that? 

Secretary Fremmrine. They tell me a copy of my reply was fur- 
nished. If it isn’t there, I will be glad to get a copy. 

Senator Kreravver. I don’t find it. 

And the other point, before turning to Senator Hruska, that I 
wanted to ask about briefly was 
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Secretary Fiemmine. I willread thereply. It is very brief. 

Senator Kreravver. All right. 

Secretary Fiemmrnea. T don’t know whether I’d have written it quite 
this way or not, but this is it. 
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I do want you to know how much I appreciated receiving your letter. I am 
sorry that I did not have the opportunity of talking with you when I was in 
Detroit. I am very happy to have your views relative to the services rendered 
by Dr. Welch. These views will be very helpful to me in my consideration of 


the matter. 

Senator Keravuver. That sounds like a senatorial letter. 

Another question that I wanted to ask before turning to Senator 
Hruska is this: 

At the time you came in as Secretary of Health, Education, and 
Welfare, Dr. Welch was a bacteriologist, medical, Chief, Division of 
Antibiotics, GS 15, $14,450 per annum. 

As I recall, there were five new positions that were created. 

Secretary FLEMMING. printed 

Senator Keravuver. Supergrade positions. You chose Dr. Welch 
for one of them, as the Director, Division of Antibiotics. The salary 
at that time was increased to $17,500. Mr. Markel gave us this docu- 
ment. The application to Civil Service for this promotion has been 
made a part of the record. 

But in this, Mr. Flemming, in the justification for it—there is one 
brief paragraph on page 1-C that I might read: 

He not only carries out his own researches, but in 1950, began the publica- 
tion of the Journal of Antibiotics and Chemotherapy. He is editor in chief 
of this journal * * * Dr. Welch realized the importance of the antibiotic drugs 
and the necessity of correlating and collecting under one journal the various 
scattered scientific reports on antibiotics. He has made this journal so popular 
and received so many scientific papers to be published in it that it is booked 
solid for 6 months in advance. In 1955, Dr. Welch started a second journal, 
Antibiotic Medicine and Clinical Therapy. * * * This journal has been dis- 
tributed without charge monthly to 20,000 physicians in the United States. 

I wonder why, in 1958, when you were going into his activities, you 
wouldn’t have been curious, since the Journal of Antibiotics and 
Chemotherapy had become so popular, and the next one started in 
1955 was distributed without charge to 20,000 physicians, wouldn’t 
that have been the signal to you to inquire as to how he was getting 
his compensation for these journals ? 

Secretary Fiemmine. Mr. Chairman, I think you indicated, didn’t 
you, that this communication went to the Civil Service Commission 
in August 1958? 

Senator Kreravuver. Yes, sir, that is right. 

Secretary Ftemmine. So it went to the Commission within a few 
weeks after I took office. I don’t know just what the date is. 

The recommendation to my office to transmit those matters, of 
course, was a recommendation to transmit a request to the Civil Serv- 
ice Commission to have a job reallocated at a higher level. In other 
words, supergrade level. 

Drawing on my Civil Service days, of course, I recognize, as I am 
sure you do, that under the Classification Act the reclassification 
should take place on the basis of the duties and responsibilities of the 
job. 

Certainly, I think that all of us would recognize that the duties and 
responsibilities of this job are important enough to the American 
people to justify the job’s being classified as a supergrade job. 

Senator Kerauver. There is no argument about that. 

Secretary Ftemminc. No doubt about it at all. 

35621—60—pt. 2220 
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Now, as far as what you have just read is concerned, of course, I 
think we all recognize that that was a statement of fact: that, in 
effect, he was doing this. But I am very frank to say that in trans- 
mitting that in the first 2 weeks I was in office, I did not spot the 
significance of that. All it was to me was that he was an editor of a 
couple of scientific publications, period, so that I just didn’t have any 
Sea orouind or basis for raising any question at that particular time. 

The first time I started to ask questions, as I have stated very 
frankly to the press and to this committee, was after Mr. Lear’s 
article in the Saturday Review in 1959. That is the first time I be- 
gan to ask questions about the policy, as well as about Dr. Welch’s 
activities. 

Senator Kerauver. I assume that Mr. Larrick, or someone else, 
got this up, but I thought this might have put somebody on notice as 
to what he was getting out of this. 

While you are here—and this is in the record—I will read from 
Mr. Lear’s article of February 1959 which set off some of the inquiry 
and led to our study and investigation. 

Mr. Lear writes this on page 46: 

Several prominent medical men directed my attention to a peculiar duality. 
Dr. Henry Welch (he holds a Ph. D. degree but is not a doctor of medicine) is 
the Director of the Division of Antibiotics of the Food and Drug Administration. 
In that post he is responsible for regulation of licensure and marketing of anti- 
biotics. Dr. Welch is at the same time paid for serving as editor in chief of 
Antibiotics and Chemotherapy, and Antibiotic Medicine and Clinical Therapy, 
two journals which derive substantial income from drug advertising and from 
sale of reprints of articles which drughouses habitually buy in many thousands 
of copies. Is this a proper relationship? Does it not raise a disturbing ques- 
tion of conflict of interest? 

ae is what a number of Congressmen and Senators wrote you 
about. 

Secretary Fremoine. That is right. 

Senator Kerauver. Mr. Lear says he “was paid for serving,” and 
then of the journal, “which derives substantial income from drug ad- 
vertising and from sale of reprints.” 

It would seem to me, Mr. Flemming, very frankly, if this is all 
you had, that the very pertinent question to Dr. Welch is: 

What is your contract; what is your formula; how do you get this 
compensation? That would have been the first question that somebody 
ought to have asked. 

enator Hruska. Mr. Chairman, if you will yield—— 

Senator Keravver. Let me finish my question. 

Don’t you think so? 

Secretary Firemmina. Mr. Chairman, as I have indicated earlier, 
the basic question that was before me was whether or not he should 
be permitted to continue this kind of a relationship irrespective of the 
size of his income. I decided that he should not be permitted to con- 
tinue the relationship irrespective of the size of his income and asked 
him to sever his connections. 

I don’t want to be misunderstood, and I appreciate the tenor of your 
question. The persons who approved his having this kind of a rela- 
tionship did it on the basis that he was telling them the truth, relative 
to his arrangements with the company. 
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If I had had any idea that he had not given them truthful informa- 
tion regarding the arrangement, I would not have stopped with asking 
him to resign from those companies. The fact of the matter is, I 
wouldn’t have stopped to ask him to resign his relationship with MD 
Publications. I would have asked him to resign as a public official, 
and, if he hadn’t, I would have preferred charges under the civil serv- 
ice law and the rules and regulations issued under it. 

Again, it come back to the fact—and I think the record demonstrates 
this, Senator Kefauver—that Commissioner Larrick, his predecessor 
and those associated with him, had confidence in the information that 
was given to them by Dr. Welch. 

It is clear that they shouldn’t have had, that it was misplaced 
confidence. But I don’t think that there is anything in the record 
indicating that anybody knew that an arrangement existed even ap- 
proaching the kind of arrangement that did exist. 

But as far as I was concerned, in terms of the development of a new 
policy and the application of the policy, I was convinced that he just 
shouldn’t have any relationship with these companies, or this com- 
pany, rather. 

Senator Kreravuver. Here is a letter dated September 2, 1959. This 
will be made exhibit 253. 

(Exhibit No. 253 may be found on p. 12991.) 

Senator Keravuver. This is from Mr. C. Miller. He is your head of 
public relations ? 

Secretary Firemminc. No. Mr. Miller is on Mr. Miles’ staff and 
was doing staff work on this. 

Senator Keravuver. This is addressed to Mr. Miles. There is a 
footnote. 


Note.—I am going to get a sign put outside my door which says: “Charles 
Miller, Assistant to the Director of Administration and Consultant on Outside 
Activities.” 

You had him working on this? 

Secretary FLemmine. We did spend a good deal of time on it. 

Mr. Chairman, may I say this—— 

Senator Keravuver. Mr. Flemming, there is only one question that 
I want to stress. With all of this going oe errr ne an interroga- 
tory submitted to Dr. Welch, which is lengthy and which we have 
here; and, as you say, it is not necessarily the amount but the prin- 
ciple—you had misgivings about it; you were investigating it; you 
had complaints; you were trying to find out the truth. I can’t under- 
stand why some of you didn’t put the $64 question to him: What was 
your formula for getting paid by these outside activities from these 
magazines; how much did you a 

ecretary Ftemmine. Mr. Chairman, I have said in terms of my 
relationship to the case it is perfectly clear to me that we should have 
investigated his statements to us. Of course, he gave us statements 
as to what his financial arrangement was not—I will put it that way— 
and it is perfectly clear to me that those statements should have been 
thoroughly investigated. Iam sorry that they weren’t. 

That is all I can say on that one. Again, it goes back to the fact 
that here is an employee of 22 years in whom his associates had con- 
fidence, and they accepted the kind of statement that he made to Mr. 
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Larrick on July 24, 1956, and the kind of statements he made in a let- 
ter to Mr. Ibanez roughly about that same time, August 27, 1956. 

Senator Kerauver. I was trying to find out who had the respon- 
sibility for asking him that $64 question. This is Mr. Larrick’s state- 
ment in exhibit 252; Mr. Larrick says of Dr. Welch: 


He was not requested to furnish this information because it did not appear 
to have a bearing upon the propriety of his actions. We would not have ap 
proved an improper activity even though no money or a small amount of money 
were involved, 

Mr. Larrick. Is that the document that didn’t issue? 

Senator Kerauver. That is exhibit 252, Mr. Larrick’s memorandum 
which was not issued. 

Secretary Fiemmine. I think, in all fairness to Mr. Larrick, we 
ought to underline the fact that it was not used. 

Senator Kerauver. It was apparently representative of Mr. Lar- 
rick’s thought, 

Secretary Fiemmine. I will let Mr. Larrick respond to that, but he 
didn’t use it, so it apparently didn’t. 

Senator Kerauver. Why didn’t you think it proper to ask for the 
formula, Mr. Larrick ? 

Mr. Larrick. I never saw it. It was prepared by the staff, and it 
was apparently discarded before it came to my attention. 

Senator Kerauver. It never got to you? 

Mr. Larrick. It never got to me. ne saw it until this morning. 

Senator Knrauver. There is handwriting on it. Is that yours? 
You mean you never saw this? 

Mr. Larrick. No. Mr, Rankin, who is my immediate assistant, pre- 
pared the memorandum. He is right here. He tells me that I never 
saw it, and I certainly have no recollection of ever having seen it. 

Senator Kerauver. Let me follow this matter further. Here is one 
that you did sign, a memorandum of May 26, 1959, of a conversation 
with you. . 

Mr. Larrick. What was the date? 

Senator Kerauver. Charles Miller’s conversation with Commis- 
sioner Larrick, which will be made exhibit 254. 

(Exhibit No. 254 may be found on p. 12992.) 

Secretary Ftemmina. Have we identified that memorandum? 

Senator Krerauver. It is dated May 26, 1959, “Memorandum for 
the record on Dr. Welch’s outside activities, Charles Miller, con- 
versation with Commissioner Larrick, May 26, 1959.” 

Apparently, Mr. Larrick, you went down to Miami to see Dr. Welch. 
I will just read one or two sentences. 

Mr. Larrick. Senator, I went to Miami to make an address. 

Senator Kerauver (reading) : 

Mr. Larrick asked if our intent to look at the case prospectively meant that 
he could reassure Dr. Welch that he would be subjected to neither disciplinary 
action nor criticism. 

I responded that of course we could not be certain what would happen when 
the Secretary and outside persons reviewed the recommendations, but that I 
felt fairly certain that no disciplinary action would result and that criticism 
was not a probability, but I couldn’t speak with as much assurance on that point. 

I asked Mr. Larrick if he would find out from Dr. Welch whether the pub- 
lication, “Antibiotic Medicine and Clinical Therapy,” was circulated to a closed 
list and depended for its revenue on circulation of reprints. Mr. Larrick said 


he would prefer to simply ask Dr. Welch how the publication is financed—a 
modification with which I agreed. 
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Did you ask him how it was financed ? 

Secretary Ftemmine. What is your question ? 

Senator Krravuver. To Mr. Larrick. 

Secretary FLemmine. What question ? 

Senator Kerauver. You went down to Miami to see Dr. Welch. 
Mr. Miller had suggested that you should find out from Dr. Welch 
how the publication was financed, and Mr. Miller suggested that you 
ask him if the revenue was tied in with the circulation of reprints, 
and you said that you would simply ask Dr. Welch how the publica- 
tion was financed. You went down to Miami to ask him all about 
this. Why didn’t you want to ask him whether he had the formula 
or not? 

Mr. Larrick. Let me put this thing in the proper perspective, 
please, sir. 

In the first place, I went to Miami to speak to the southern branch 
of the American Public Health Association on May 24. Dr. Welch 
had had a heart attack, and while recuperating from this heart at- 
tack, he was close to Miami. So I let him know that I would be in this 
hotel where the American Public Health Association was having 
their convention, and that if he felt good enough and cared to come 
in and talk to me, that I would be happy to talk to him. 

He and his wife did drive in, and we had dinner together at the 
hotel that night. Upon returning to Washington, I wrote this memo- 
randum to Mr. Miller, who was handling this problem from the stand- 
point of the Secretary’s interests. 

It is June 1, 1959, addressed to Mr. Charles Miller, Assistant to 
Director of Administration. 

Senator Hruska. Mr. Chairman, in order to orient ourselves, that 
was introduced in the record this morning. It is exhibit 248 and has 
already been commented upon. May I just say so for purposes of 
identification. 

(Exhibit No. 248 may be found on p. 12964. 

Mr. Larrick. I identified it as dealing with the subject of Henry 
Welch. 


While I was in Miami on May 24 to speak to the Southern Branch of the 
American Public Health Association, I visited with Dr. Henry Welch. In 
response to your request, I asked him whether the journal of Antibiotic Medicine 
and Clinical Therapeutics is a controlled-circulation journal, or whether paid 
subscriptions are the basis of the circulation. 

Dr. Welch tells me that when the journal was first published, sometime around 
1954, the circulation was by paid subscriptions. Some time later, he believes 
it was around 1956, it was sent without charge to a selected list of physicians. 
At that time the list included 60,000. Later, the circulation policy was changed 
and the publication sent only to physicians and related scientists who requested 
the journal. It is now distributed to a list of about 20,000 who request it. In 
addition, there are still a small number of subscribers who pay a subscription fee ; 
Dr. Welch believes that the latter group is less than 1,000. 

The principal revenue for the journal comes from advertising and reprints. 
‘xamination of the journal, however, shows that the advertising is not very 
extensive. Dr. Welch states that the journal consistently loses money. 


Secretary Fremmine. Mr. Chairman, I would like to submit that 
the last sentence is another good illustration of inaccurate information 
supplied to the Department, because I think certainly the records 
that you have brought together indicate very clearly that—well, I 
don’t know whether they indicate whether or not the journal lost 
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money, if you are thinking of it as a corporate entity or something of 
that kind. But they certainly indicated very clearly that people 
gained a lot of money from it. 

Senator Krravver. All right. 

Dr. Welch states that the journal consistently lost money. The reve- 
nue from reprints, salaries, and royalties was divided up. There 
wasn’t very much left. 

Secretary Fremmine. That is right. That could very well be. So 
the statement might be technically accurate, but certainly it creates 
a different impression than the facts present when you look at it. 

; Senator Krravver. Why is it you didn’t ask for the formula, Mr. 
zarrick ¢ 

Mr. Larrick. I was dealing with a man who had just had a serious 
heart attack. I was dealing with a man in whom I had complete con- 
fidence. He had written me time after time after time statements that 
gave me the impression that all he got out of these things was an 
honorarium. ‘ 

I knew it was customary in scientific circles for a great many scien- 
tists to do work on journals and get an honorarium, and I was not 
suspicious at all at that time. I wish now that I had been, and I wish 
now that I had followed up and really investigated this case at that 
time or previously. 

Senator Keravver. Mr. Larrick, will you identify this period of 
time? Mr. Markell tells us that Dr. Welch, his client, came and told 
you, or some of you—I don’t know who was there—that the hon- 
orarium or the income Dr. Welch was getting was quite substantial. 

Mr. Larrick. He never told me that. 

Senator Kerauver. Do you remember the occasion when he talked 
about the substantiality of Dr. Welch’s income? 

Mr. Larrice. No; he didn’t ever talk about the substantiality. 
The closest that we got to that was one time Mr. Harvey, my Deputy, 
did get some information about the income from one journal. 

At that time Mr. Harvey did ask Dr. Welch what his total was, and 
he declined to tell. 

Senator Kerauver. When was that? 

Mr. Larrick. I don’t have the date in my head. Mr. Harvey is 
here. He is Deputy Commissioner of Food and Drugs. 

Mr. Harvey. It was February 10 or 12, 1959. 

Senator Carrot. Mr. Chairman, I didn’t hear that. 

Senator Keravuver. That was about when ? 

Mr. Harvey. It was on or about February 10, 1959. 

Senator Kerauver. Mr. Harvey, Dr. Welch declined to tell you 
how much his income was? 

Mr. Harvey. He said he preferred not to. 

Senator Kerauver. Why didn’t you ask him? 

Mr. Harvey. I had already asked him, sir. 

Senator Keravver. When he refused to tell, didn’t you think you 
were entitled to know ? 

Mr. Harvey. I was preparing a report immediately after I first 
saw the John Lear articles in the Saturday Review for presentation 
to the Secretary. It was a preliminary report, and I got what in- 

formation I could from Dr. Welch at that time. 
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Senator Carroty. Mr. Chairman, will you yield for a question? 

What is the eee name who is speaking ? 

Secretary Fitemmina. This is Mr. John L. Harvey, who is the 
Deputy Commissioner of Food and Drugs. 

Mr. Larrick. Could I explain something there ? 

Senator Carrotyi. I would like to ask Mr. Harvey this question, 
with the Chair’s permission. 

Mr. Harvey, you say that Dr. Welch refused to respond to your 
question ¢ 

Mr. Harvey. He said that he preferred not to answer that ques- 
tion at this time. 

; ae Carrot. Did you communicate that to your Commis- 
sioner 

Mr. Harvey. Commissioner Larrick was ill at the time and, so 
far as I can recall, did not return to duty until possibly April of 1959. 

Senator Carrotu. Did you communicate it to any person 

Mr. Harvey. I consulted with Secretary Flemming immediately 
after I prepared this. 

Senator Carroti. When was that? 

Mr. Harvey. It would have been about the 12th of February 1959. 

Senator Carroti. And you told Secretary Flemming that he re- 
fused to reveal his income ? 

Mr. Harvey. That he preferred not to reveal it at that time. That 
is what I told him. 

Secretary Fiemmine. There is in the files, Mr. Chairman, and Sen- 
ator Carroll, a memorandum that Mr. Harvey sent to me following that 
conversation. 

Senator Keravuver. That isthe letter to John Lear? 

Secretary Fitemmine. No. I don’t know—you have it, I am sure. 
It is headed, “Facts Regarding Connection of Dr. Henry Welch 
with Non-Governmental Publications.” 

Senator Carrotu. Mr. Secretary, didn’t that excite your suspicion 
at that time, to have a person holding a very responsible position re- 
fuse we reveal his income? Did that not excite some suspicion on your 
part ¢ 

Secretary Fiemmine. Senator Carroll, I do not have at the present 
time a recollection of just how I reacted to the total memorandum, 
other than this: 

This started me thinking very definitely in the direction that the 
policy in effect, which wont permit any kind of a relationship with a 
publication of this kind, was not sound and that the policy should be 
changed so that people could not have any kind of a relationship with 
such a publication. That was the direction in which my thinking was 
running. 

Senator Carrouu. Did you not know at that time that you had Parke- 
Davis writing letters to you defending Dr. Welch against the “vicious 
attack” by Mr. Lear, and you had letters also from other people ? 

We have one here from Pfizer, evidently called to Mr. Larrick’s 
— and I quote from the letter. I think it is in the record 

ere. 


We are all aghast at the effrontery of the SR article and the less than half 
truths, false innuendoes, and outright distortions of the facts contained in it. 
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That letter came from Mr. John McKeen. If I may follow through, 
it would seem to me under those circumstances—and there are com- 
munications from Senator Lehman in December 1956; Senator Hill 
in January 1957; Senator Javits in February 1959—all of these things 
coming together—and then a statement by a man who holds a high, 
regulatory position, who refuses to reveal his income; it would seem 
to me that that would be enough to excite—I know that you were 
new in thisagency. It isa big agency, and this is a distinguished scien- 
tist. But it seems to me that either somebody was soft-talking you on 
this matter—this is the crux of the whole thing. It is not the question 
only of principle involved. It is the question of all the suspicious 
circumstances, it would seem to me. 

Secretary Fiemmina. Senator Carroll, let me just back up a little 
bit in terms of my connection with it. 

When this matter was first called to my attention, as I have indi- 
cated to you and to the committee, my reaction was that this was the 
kind of a relationship that should not exist between an employee of a 
regulatory agency and companies that he was charged with the respon- 
sibility of regulating. My first reaction was to bring a group of two 
or three scientists in from the outside to take a look at the specific case 
of Dr. Welch. 

Soon after I had tentatively decided to move in that direction, he 
had the heart attack, and I thought the decent thing was to suspend 
my consideration of the matter, which I did. 

In the interim, I, in my own thinking, went back to the fact that 
the basic issue here was whether or not any employee of the Food 
and Drug Administration, or any other part of the Department, should 
have this kind of a relationship under these circumstances. I ar- 
rived at the decision that no such relationship should exist; that it 
should be severed. 

Let me just say this, Senator, if I may: On the basis of what IT was 
told about Dr. Welch, I was not ‘at that time suspicious of the fact 
that he had obtained approval under the previous policy by misrepre- 
sentation. Maybe I should have been, but I wasn’t suspicious of the 
fact. 

All T had in front of me was a fact; that what he was doing, he was 
doing with approval. 

Now, again drawing on my civil service days, I know that you can’t 
go in and move against a person for doing something that he had 
received approval to do. Then, the question that came to my mind 
was: Should he have approval to do something like this? 

I decided that he shouldn’t have approval to do something of this 
kind, and, consequently, asked him to resign. But on the basis of 
what everyone had told me about him, it didn’t cross my mind that 
he had obtained his approval by misrepresentation. 

I thought that the approval he had obtained was consistent with the 
policy that was then in effect. I felt that the action that I should 
take, feeling as I did, was to put a new policy into effect and apply it 
to him and anybody else in the Food and Drug Administration and in 
the Department. 

Senator Carroty. Mr. Secretary, if I may continue—— 

Senator Hruska. Mr. Chairman, you know I have been sitting here 
patiently for 2 hours and 15 minutes and I want all Senators on the 
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committee to sort of have a chance. I think I should probably get 
some recognition somewhere along the line. 

Senator Keravuver. Senator Carroll has one question. 

Senator Krusxa. That has been the story for the last hour and a 
half, and I want to accord him every opportunity, but I want to get a 
little questioning in here at the appropriate time, which is always jus- 
tification for continuance by the other Senators here saying, “I have 
one more question.” 

Senator Carrott. The Senator from Nebraska should have full 
time. I have interrupted here because I wanted to put what I thought 
were pertinent questions, and I will not delay much longer. 

Mr. Larrick, you were, I understand, taken ill. When did you 
know that Dr. Welch refused to respond to your Deputy ? 

Mr. Larrick. I went in the hospital on February the 2d for a 
tonsil operation. While I was in there, my lungs got infected, and 1 
was out ill from February the 2d through March and April. 

But I just don’t recall the exact date on which Mr. Harvey did 
tell me that he had had this conversation with Welch. 

Senator Carroutzi. During your illness, was Mr. Harvey in charge 
as your Deputy ? 

r. Larrick. He was, and he kept me informed of what was 
oing on while I was in the hospital and later when I was home. 
ut I don’t believe he burdened me with some problems at some 

stages of my illness. I don’t know just when. 

Senator Carrotu. That is all, Mr. Chairman. 

Senator Keravuver. I am sorry we delayed in getting to Senator 
Hruska. 

Senator Hruska. I just wanted to say in a more moderate tone of 
voice, Mr. Chairman, after all, there were several instances during 
this interrogation where other members of this committee had said, 
“At this point, there is a pertinent question I want to develop, right 
at this point.” 

There have been several such instances when questions direct to 
the witness would have put in that place in the record matters which 
have been introduced in the record and which could have appro- 
priately been referred to at that point. 

I understand everyone is anxious to get his view in the record, 
and that is fine. I do think, however, that if one is to be courteous 
and polite and suffer the consequence of being thrown out of context 
in this thing, that perhaps a word with a little raised tone of voice 
would not be out of order. 

If I offended any members of the committee or staff, I want to 
apologize. 

I thank you, sir. 

Now, Mr. Secretary, first of all, I want to say this: By and large, 
with reference to your statement and your testimony here, both Fri- 
day and today, I want to commend you and your Department for 
the very splendid and full and cooperative disclosure of all the rec- 
ords, all the frank discussion at all times as to all phases of this in- 
quiry. 

Before me is a list of exhibits almost an inch and a half thick. 
There is another part fully as thick as that. I understand whenever 
you have been called upon, or your Department, or any part thereof, 
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you have opened the books. You have opened the files. You have 
even let them browse through the files, and for that I commend you. 

I think that is the proper spirit, because the objectives of your De- 
partment are the same as we have on this committee; namely, that 
there is a vast public that has to be served and served well and 
conscientiously and truthfully. 

With that as a back aan, I want to direct a few questions and a 
few observations as to this constant question : 

Why wasn’t inquiry made as to the formula? 

I don’t know exactly what that means, “the formula.” I presume 
it means the formula whereby Dr. Welch received a certain percent- 
age of the profits on reprints. How much did you get from him and 
so on and so forth. 

It strikes me that when we constantly ask that question and say, 
“On the basis of this exhibit,” or the next one, or 45 before that, 
“you should have been placed on notice,” this thought occurs to me: 
That, after all, we sit here as an investigating committee or as a com- 
mittee of the Senate after all these things are before us, and hind- 
sight is such a good proposition. It is very practical and it makes a 
lot of things very, very clear. But here is one of the things that 
impressed me as I went through the exhibits, and, goodness knows, 
they are voluminous. 

The Secretary has indicated that he probably is not of as suspicious 
a frame of mind as he maybe should have been, now, looking back 
into the records. But it is not only by way of things that Dr. Welch 
said he didn’t do; there are also letters and documents of record in 
which he affirmatively represented the things that he did do and the 
basis upon which he was proceeding. 

In that connection, I refer to the letter of August 27, 1956. I 
forget what exhibit number it is, but it is the one that was addressed 
to Dr. Ibanez. And I am going to read just certain parts of it, after 
I ask you, Mr. Secretary, whether or not that letter, together with 
the response dated August 28, 1956, whether that letter of August 27, 
1956, by Dr. Welch to Dr. Ibanez, and Dr. Ibanez’s reply of August 
28, 1956, thereto, were not some of the documents which you reviewed 
when you came to the conclusion that the matter had been already 

assed upon by your predecessors in office; and that there was a good 
asis for the permission given to Dr. Welch to proceed as he did with 
regard to his editorship ? 
ecretary Fiemmine. Senator Hruska, in all frankness, I should 
say that I have seen this exchange to which you refer more recently 
than that. 

My inquiry, as I have tried to indicate to the committee, was di- 
rected to the question of whether or not there should be a policy in 
effect that would prevent a person’s having any association of this 
kind with this type of publication, drawing as it did on revenues 
from the companies that were being regulated. Of course, I decided 
that it should not. 

Now, those who talked with me about the case all the way through, 
when I asked questions about the approval that had been given in the 
past, pointed up very clearly to me that the approval had been given— 
that it had been given on the assumption that he was being compen- 
sated in the way in which an editor of a scientific publication would 
normally be compensated. 
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Now, since this has become a matter of issue, like you, I have read 
this document to which you refer. I have read other exchanges. If 
you start on the assumption that you trust the person concerned, as 
you read these documents you cannot help but conclude that those 
who advised me that he was receiving compensation in the way in 
which an editor is normally compensated had considerable basis for 
the advice that they gave. 

As you say, I have got to be careful not to go back into years when 
I wasn’t there and do a Monday morning quarterback job on those 
who had the responsibility at that time. But I think I can look at it 
fairly objectively. 

As I read the letter to which you refer and other comparable docu- 
ments of that particular time, I can’t help but feel that if I had been 
associated with a person for 15 or 20 years, had complete confidence in 
his integrity, and then read what he put in these particular docu- 
ments, I would conclude that he was getting what an editor of a scien- 
tific publication would normally get. 

For example, Senator Hruska, there is one additional document—I 
imagine this is a part of the files. I understand that this wasn’t taken 
although it was made available. This is a memorandum to Mr. 
Thompson, the Acting Director of the Division of General Services, 
from John L. Harvey, Deputy Commissioner of Food and Drugs, 
dated August 3, 1956. It is headed: “Nonstock Requisition No. 5662,” 
and this had to do with the purchase of certain books that I assume 
were published by MD Publications. Here is the concluding sentence 
in that. 

Exhibit No. 255 may be found on p. 12994.) 

Secretary Fremmina. The concluding sentence, Mr. Chairman and 
Senator Hruska, reads this way: 

Dr. Henry Welch advises me categorically that he does not have a financial 
interest or an arrangement whereby he derives profit from or with MD Publica- 
tions, Inc., New York, N.Y. 

In the light of the evidence that has been presented, I submit that 
that is a misleading statement. But this and other similar statements 
were accepted by his associates, and it is on the basis of the acceptance 
of those statements and their confidence in them that they advised 
me that what he was getting was the kind of compensation that ordi- 
narily attaches to the editorship of a scientific publication. 

As Commissioner Larrick has very frankly said to the committee, 
he wishes that he had been suspicious. But he had confidence in this 
particular associate of his and, consequently, did not act on the basis 
of any suspicion. 

Senator Hruska. In the same vein tat you read from exhibit 255, 
I now read from this letter of August 27, 1956, in which Dr. Welch 
stated in paragraph No. 2: 

I have no ownership interest in MD Publications, but receive a monthly 
honorarium for acting as scientific editor in chief of two of their five journals; 
namely— 
and he names them. 

Quoting again: 

Since 1953 I have received consistently an honorarium from my editorial du- 
ties. This maintains also for the second journal. 
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In the next paragraph he says: 


It has been and is our understanding, and still is, that neither my name, nor 
Dr. Holland’s, since he joined the staff, is to be used in solicitation of 
advertising. 

He disclaims ownership in the MD Publications. 

Secretary Fiemmine. Senator Hruska, could I just add to that? 
As you know, that letter was based on a memorandum that Dr. Welch 
addressed to Mr. Larrick under date of J uly 24, 1956, which I think is 
also an exhibit. 

Senator Keravver. It is. 

Senator Hruska. That is right. 

Secretary Fiemmine. There is included in the body of this 
memorandum: 


I told Mr. Connor— 


that is the representative of the American Drug Manufacturers As- 
sociation— , 


forthrightly— 
(that word “forthrightly” keeps occurring in these communications) 
that I have no business connection with MD Publications. 


This is the kind of. 

_Senator Hruska, Here is another instance of the use of “forth- 
right,” the concluding paragraph of this August 27 letter. 

However, I realize that all of the above is clearly understood by you, Dr. 
Holland, and myself. However, because of the questions that have been raised, 
and the implied criticism from industry representatives who are not in pos- 
session of the facts, it would be most helpful to me if you would spell out forth- 
rightly your understanding of our relationships, keeping in mind the points 
made above, adding any others you think are pertinent, and clarify. 

Then, in his reply thereto, dated August 28, 1956, Dr. Ibanez wrote, 
in part, as follows, in the first paragraph of the letter : 

I fully subscribe to every single statement you make in your letter in regard to 
the progress of our professional relationship in the editorial and publishing 
fields, since we started working together in 1950. Your statements represent an 
accurate, objective, and truthful presentation of all the things we have done 
and the goals we have set out for ourselves, since we began working on the 
journals and the books of the MD Publications, Inc., and Medical Encyclopedia. 

This was written by a man—this first letter—who had been with the 
service at that time 18 years, and had achieved a national reputation. 
It just seems to me that forms as fine a background as any, unless 
one is a police court lawyer or a police court prosecutor, and would 
seek on that basis to try to interrogate and impeach every statement 
made by a presumably honest man of integrity and of honor. 

Do I state it in the form in which it has been occurring in your 
mind in this same ver 

(At this point in the proceedings, Senator Carroll left the hearing 
room. ) 

Secretary FLemmine. Senator Hruska, you certainly do. This is the 
feeling that I have had as I have had the opportunity of digging 
into it. I want to be fair all the way around, and I certainly want 
to be fair to those who, back in 1956, were presented with this kind 
of information. 








ree 
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Senator Hruska. My attention has been called to another para- 
graph, which I will be very happy to read. It is the last paragraph 
at the bottom of the page of Dr. Ibanez’s letter : 

Our publishing venture is a private enterprise of a highly ethical nature, 
and, as such, has the right to a full protection of its privacy like any other 
publishing enterprise of this nature. If anything, we can be justifiably proud 
of the things we have accomplished in a short period of time through our own 
personal and professional effort and sacrifice. While we are always receptive 
to well-intentioned and constructive criticism, we cannot disclose all of the 
organizational aspects of our work to full public knowledge as we are fully 
entitled to the same privacy enjoyed by any other publishing house in the 


medical field. 

If you have any comment on that, I would be glad to have it. 

Secretary Fiemminea. All I will say on that is that I am in 100 
percent disagreement with Dr. Ibanez. I feel that the public, in 
view of the fact that he had a relationship with a public official in a 
key pesitien within the Food and Drug Administration, was fully 
entitled to know just exactly what. the relationships were. 

As I indicated earlier, Senator Hruska, I feel that this committee 
has rendered a service in bringing those relationships on top of the 
table. I think that it is information that the public should have. 

I don’t think it reflects credit on any of the parties to the transac- 
tion. Let me say that very bluntly. 

Senator Hruska. I think I can say this. The Senator from Ne- 
braska is just as interested as anyone else in protecting the members 
of the public and agencies of the Government. I will not condone, no 
less than anybody else; conduct of this kind as it comes to us now. 
The staff here is to be commended for the thoroughness of its investi- 
gation. They have brought us everything. 

But at the same time, when we seek to pronounce judgment on 
members of the executive agency involved, this should be taken in 
context and in chronology, rather than in atferjudgment and hindsight 
judgment. 

Mr. Kirrrim. Senator Hruska, I wonder if I may add one point 
here to the comments you made concerning the question of the 
formula. 

This was a rather unusual situation—I mean this arrangement that 
Mr. Welch had. This is really not at all typical of editorial agree- 
ments. This was something quite unusual, 

{ would like to call your attention and get your comments relat- 
ing to the statement of Mr. Lear. You were saying that possibly 
you were not as suspicious as you should have been, Mr. Lear was 
certainly very suspicious when he wrote these comments in February. 

He is calling attention to the fact that a man who is employed by 
the Federal Government—that his name is being used also by a com- 
mercial publication. But he does not suggest any place that he thinks 
that this man is getting anything more than an honorarium. 

Apparently, even he, who was in a very suspicious state of mind, 
had no reason to believe that Dr. Welch was getting anything beyond 
the customary honorarium. So when we talk about the question of 
hindsight, T wonder if there was anything at all for anybody to go 
on at that time and to suspect that there was anything beyond the 
revular, customary honorarium involved. 
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Secretary Fremmine. Mr. Chairman, as a result of the time that I 
have put on the case, it is my judgment that there was not in the 
Department, available to the officials of the Department, information 
which would have led to a suspicion that the arrangement was other 
than the kind of an arrangement that is normally worked out be- 
tween a scientific publication and its editor. 

You can go back now, as Senator Hruska has indicated, and you 
can say now that when Ibanez wrote this letter—and I don’t know who 
saw the letter that Ibanez wrote—but I think, as you go back now 
and look at it, you can say, “Golly, if a fellow would write a letter like 
that and is unwilling to make public even the kind of information that 
Dr. Wech put in his letter to Ibanez, maybe there is something wrong. 
Maybe it ought to be looked into.” 

I mean, it is easy for us to look back now and say that. Of course, 
as I say, I don’t even know who saw the letter from Ibanez to Welch. 

But, trying to reconstruct the situation, trying to put yourself in 
the position of those who acted on this in 1950, 1954, 1956, and so on, 
I do not believe that anything has been identified in the files which 
would tend to undermine the assumption from which they were pro- 
ceeding—namely, that they were dealing with a career civil servant 
who was willing to put all the facts in front of them and a career civil 
servant in whose statements they could have confidence. 

I said, Mr. Chairman, at one of the press conferences on this matter, 
that I really felt very sad about a situation of this kind. I am one, 
as you know, who believes in the importance of a career civil service 
and how dependent all of us are on a career civil service. 

I am one who has, in season and out of season, tried to point up to 
the American people the kind of outstanding service that they are 
getting from their career civil servants, and I still feel that way. 
But I can’t overlook the fact that one case of this kind has the 
effect of throwing a cloud over the career civil service within the 
Food and Drug Administration and in other areas. 

This is why, Mr. Chairman, during the remaining months of my 
term, I intend to put everything that I have into the carrying for- 
ward of an investigation that I am setting up in an effort to make 
sure that the American people have all the facts regarding this situa- 
tion in front of them on the basis of which they can pass judgment. 
Certainly, it is an outstanding illustration of how, when people become 
too concerned about the almighty dollar, not only they, but others, pay 
a penalty for it. 

Mr. Drxon. Mr. Secretary, may I ask you one question ? 

Senator Keravuver. Let me just say in connection with that—I 
think you have made a very fine statement about civil servants. 
Speaking for myself, and I know for most Senators and other Mem- 
bers of Congress, we have great confidence in our hard-working civil 
servants who do jobs frequently under adverse circumstances and fre- 
quently are underpaid. They are a great, dedicated group of people. 
It is unfortunate that a few instances like this may cast some reflection 
onthe many. That is all the more reason why, as you say, this should 
be gone into. 

Senator Hruska. If the chairman will yield. On that same score, 
if we are to go into the civil service or the personnel files and inter- 
rogate thousands upon thousands of civil servants as to the veracity 
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of statements which they have made under circumstances which are 
similar to these, I can envision the time when there will be greater 
time and more disruption and more loss of efficiency in the function- 
ing of the Government with the idea that it will he taken up by a 
procedure of this kind rather than the functioning of the Government. 

It seems to me that unless we are going to accord a man and people 
in the employ of the Government with some degree of reliability and 
ee eee there is something that is plainly on the face of it and 
not only a hindsight basis—that we are going to get into very serious 
trouble, indeed. 

We have heard about character assassination. We have heard about 
a lot of investigation where there is an intimation of irregularity in 
the conduct or belief of employees. Now, if we go a step further and 
say, “we doubt your truthfulness; we doubt your veracity; furnish us 
with proof on this,” I wonder how attractive Government service will 
be from then on to people who act in good conscience and in good faith. 

Secretary FLemminea. Senator Hruska, I think your observation is 
a sound one, and I really feel that the way to prevent the necessity 
of going into a program of that kind is to examine very carefully the 
basic policy. 

In other words, I feel that the policy that we set forth in October 
1959 puts those who are in supervisory positions throughout the 
Department in a position where, when presented with situations that 
might lead to temptations of this kind, they will refuse to give ap- 

roval. Consequently, an operation like this won’t get started in the 
rst instance. 

I seems to me that the policy is very important. It is very impor- 
tant to make sure of the fact. that the policy is understood throughout 
the Department down through the various supervisory levels. Then, 
it seems to me that it is very important to put some kind of a system 
into operation to make sure that the supervisor is in a position where, 
from time to time, he has reasonable assurance that the policy is being 
followed. 

You may recall in my opening statement on Friday I indicated that 
we were going to ask for periodic statements from employees in line 
with this policy. I think, if we will keep the responsibility at the 
supervisory level, in many instances those supervisors will be able to 
know rather quickly whether the statements that are furnished are, in 
effect, valid statements. 

But, even then, there will be other situations of misplaced con- 
fidence. In an organization as large as the U.S. Government—in an 
organization as large as the Department of Health, Education, and 
Welfare—I am sure that no one can give absolute assurance to the 
effect. that there won’t be any other cases of misplaced confidence. 
But I do think that we owe it to the many employees to give them a 
clear statement of policy. 

We have an obligation to place on our supervisory personnel the 
task of doing everything they possibly can to see to it that there is 
strict adherence to the policy. Then, when we identify a case here 
and there of misplaced confidence, we should take firm, vigorous 
action to clean up the situation. 

Senator Kreravuver. Mr. Flemming and Senator Hruska, nobody 
on this committee wants to conduct an investigation of a great many 
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Federal employees. The fact is, as I say, I think 99.9 percent of them 
are trying to do a good, loyal job, and they deserve our support and 
backing. But with all the information coming to us and with in- 
formation we have secured by subpena—with all of the information 
about Dr. Welch over this long period of time—we would certainly 
have been derelict in our duty if we had not brought out what has 
now appeared and upon which you have acted. 

Secretary Ftemmine. That is right. 

Senator Kerauver. It was this committee which issued a subpena 
that brought out the full data that we have here. We did ask the 
question con the formula. 

Secretary Ftemmine. Yes. 

Senator Knravver. I frankly have the impression that over a pe- 
riod of years Dr. Welch was undoubtedly a man of great scientific 
abilities, with a long service in the Department, longer than most 
averybody else; that he was regarded as something of a sacred cow, 
and there was a good deal of timidity in asking him the $64 question 
really to find out what was suena the main point that ought to 
have been developed a long time ago. 

I am concerned with the viewpoint of the consideration to the 
public, but the whole thing is here and it speaks for itself. 

I do think, in connection with the memorandum that you referred 
to, exhibit 201, which is Mr, Harvey’s memorandum on the facts in 
connection with Dr, Henry Welch, that attention should be called to 
page 2, where it says—you referred to it, Mr. Flemming: 

Dr. Welch has no financial investment in the MD Publications. The only 
revenue that he derives therefrom is the honorarium or stipend for his editorial 
and consultant duties or possibly royalties on reprints. 

That was in February 1959. 

(Exhibit 201 may be found on p. 12634.) 

Secretary Fiemmina. I would be,very happy to comment on that, 
Mr. Chairman. 

Senator Kerauver. He became sick about that time? {fo 

Secretary Fremmine. No, Mr. Chairman. I would like to com- 
ment on that in this way : 

I am very frank to say that when the memorandum was presented 
to me, I didn’t attach any particular significance to “possible royalties 
on reprints,” but in the light of everything that has happened, of 
course, I have asked questions about what people had in mind in put- 
ting that in. I have been told that their interpretation of that was 
simply that they knew that he wrote articles from time to time and got 
royalties on the reprints of the articles that he wrote. 

Obviously, in the light of everything we know now, there is much 
more significance to that than just the statement that I have made, 
because he was not only getting royalties on the articles that he wrote 
but royalties on everything for which a reprint was made, and this 
takes on an entirely different connotation. 

I think—probably—most of us would not raise a question about a 
person’s getting some royalty on a reprint of an article that he himself 
had written. That, we all know, goés on a great deal. But in the 
light of what has developed, of course, that takes on more significance. 
But those who worked on that tell me that that is what they had in 
mind: the royalties on the reprints of the articles that he himself 
had written. 
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Senator Keravuver. I have some question about a doctor in the Food 
and Drug Administration writing articles favorable to some drug 
company. 

Secretary FLemmina. I agree with you on that, too. There isn’t 
any question in my mind about it at all. I think, Mr. Chairman, 
you just have to read a paragraph of that kind again in the light of 
the fact, right or vine aa sheiceala, it was wrong on the basis of 
later development—that they were writing about a person in whom at 
that time they had confidence. They had confidence in his work. 
And so they didn’t go beyond this statement. 

Senator Kerauver. Yes. Of course, that ties in with the fact that 
Mr. Harvey asked him about this, where Dr. Welch’s income came 
from, how much it was, and he didn’t want to tell. I think there 
should have been some further inquiry at that point. 

Secretary Fiemmine. I am sure that Mr. Harvey undoubtedly 
wishes, as he looks back on it now, that he had probed on that par- 
ticular attitude that Dr. Welch displayed. But he wasn’t in disrepute 
at that time. 

Senator Kerauver. Mr. Flemming, we have been in session for quite 
a while. Our plan was to recess until 2:15 or 2:30. Senator Carroll 
will preside this afternoon. Our questions will be of Mr. Larrick and 
other officials of the Food and Drug Administration, largely about 
matters in the Food and Drug Administration and its New Drug 
Branch, as well as other questions that have came up. I can’t say 
that there won’t be some other questions about Dr. Welch. I will leave 
it to you as to whether you wish to come back. 

Secretary Ftemmine. In view of the fact, Mr. Chairman, that I am 
the person that does have top responsibility, in view of what I have 
indicated I am going to inaugurate in the way of investigative ac- 
tivities, if you have no objection, I would just as soon be here. 

Senator Kerauver. We want to invite you here. 

Mr. Larrick. May I ask whether you are going to continue tomor- 
row or not, or do you know ? 

Senator Kerauver. I had hoped that we might get through this 
afternoon, Mr. Larrick. I don’t know. I can’t say for sure. 

Secretary Fremoine. If you go over until tomorrow, Mr. Chair- 
man, I will have a jurisdictional conflict as between committees of the 
Coongress. Of course, I am running up against that all the time. 

Senator Kerauver. If we have to go over, perhaps we will go over 
until Wednesday. 

Very well, we will stand in recess until 2:15. 

(Whereupon, at 12:50 p.m., the hearing was recessed, to reconvene 
at 2:15 p.m., the same day.) 


AFTERNOON SESSION 


Senator Carrot (presiding). The committee will come to order. 

Senator Hruska is just coming in now. We had just started. 

(At this point in the proceedings, Senator Hruska entered the 
hearing room. ) 

Senator Carrot. It is my understanding that the documents which 
were taken from Dr. Welch’s personal files are to be placed in the 
record at this time. 


35621—60—pt. 22 21 











12204 ADMINISTERED PRICES 


May I ask counsel what is the purpose of these documents? Where 
do they come from # 

Mr. Drxon. A small number of them came from Dr. Welch’s per- 
sonal files. That is the first group of documents. They were brought 
to Mr. Larrick’s office by Mr. Boeckman, the former administrative 
assistant to Dr. Welch, at a meeting with the subcommittee’s staff 
on May 23, 1960, 

It is our understanding that these documents were what remained 
after Dr. Welch had earlier gone over his files; he threw away some 
of the material, and took the remainder with him. 

According to Mr. Boeckman, this occurred a week or 10 days prior 
to Dr. Welch’s withdrawal from Food and Drug Administration 
employment. 

So what we have done is make a selection of certain of these files 
from this remaining material. 

Senator Carrotn. What is the purpose of this selection ? 

Mr. Drxon. This has a bearing, Mr. Chairman, upon the solicita- 
tion of reprints by Dr. Welch, for example. Here are exhibits 256, 
257, 257-A, and 258, which are examples of correspondence from Dr. 
Welch to various drug companies, 

The first one, 256, for instance, is dated March 7, 1955, from Dr. 
Welch to Dr. Glenn C. Bond, of the Upjohn Co. 

Senator Hruska. Mr. Chairman, will the counsel yield? From 
whom did we get these exhibits? Are they from Dr. Welch? 

Mr. Dixon. They came from Dr. Welch’s personal files in HEW’s 
offices. We assume that these were not official files of HEW. These 
were files of Dr. Welch. 

Senator Hruska. Who gave them to the committee? 

Mr. Drxon. When the staff was down there, they made inquiries 
about the various files, and Mr. Boeckman made mention of them, 
and request was made that we have access to go through them. 

Mr. Boeckman, I believe, brought them into Mr. Larrick’s office. 

Mr. Larrick. At your request ? 

Mr. Drxon. At our request. 

The statement was made there that this was all that was left of 
these files; that Dr. Welch had previously been there, had gone through 
them, threw away some of them, and took the rest with him, 

Dr. Buatrr. Mr. Chairman, if I may add a clarifying note there, 
Senator Hruska asked a question concerning Mr. Metin, Mr. 
Boeckman is an employee of HEW, the Food and Drug Administra- 
tion Antibiotic Division. He was also paid by Dr. Welch to perform 
certain activities in HEW’s offices for MD Publications and the other 
publications with which Dr. Welch is associated. 

He was paid first $50 a month and later $75 a month. It was stated 
that he is a longtime employee of HEW, his employment going 
back over 20 years that he was supposed to make up such time as 
was occupied by his private functions for Dr. Welch’s publications in 
the HEW offices on Saturdays or holidays. The functions that he 
actually performed within HEW’s offices are set forth as he explained 
them in an interview with counsel for the committee, George Clifford. 
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With your permission, I would like to offer part of Mr. Clifford’s 
memorandum for the record at this time. 

Senator Hruska. Having to do with these exhibits? 

Dr. Buatr. Having to do with the functions carried out by Mr. 
Boeckman for MD Publications and the Medical Encyclopedia, and 
having to do with these exhibits in the sense that it was Mr. Boeckman 
who brought what remained of Dr. Welch’s personal files to the sub- 
committee’s staff in Commissioner Larrick’s office. 

Senator Hruska. I am sure that is all very interesting and I would 
have no objection to putting the memo in the file. But the statement 
was made that Dr. Welch had earlier gone over his files, throwing 
away some of the material, and taking the remainder with him. 

Now, from what part did this particular material that you have 
come? The part that he threw away or the part that he took away 
with him? 

Dr. Buatr. It was left behind—Commissioner Larrick was there at 
the time and I think will corroborate in general the description I have 
given ; is that correct ? 

Mr. Larrick. Yes, Dr. Blair, that is quite correct. 

Senator Carrotu. To clarify the record and make it very simple, 
who is Mr. Boeckman ? 

Mr. Larrick. Mr. Boeckman is a grade 11 clerk in our Antibiotics 
Division. 

Senator Carrott. Was he employed in close connection with Dr. 
Welch? 

Mr. Larrick. That is right. He was in Dr. Welch’s office and he 
did a great deal of the clerical work for Dr. Welch. But when these 
gentlemen came to my office in the HEW building, they wanted access 
to all further files, and so we made it possible for them to have them; 
and because they wanted to be very sure that this particular file 
was held intact, I made arrangements to have Mr. Boeckman come 
over from the South Agriculture Building and put the file in my 
custody. I then kept it in my custody in such a way that the com- 
mittee could have full access to it. 

Senator Carrori. Are there any further questions on the subject? 

Senator Hruska. Then there is a third category. Dr. Welch threw 
away some material? He took the remainder with him, and then 
there is this category that still remained on the premises; is that true? 

Mr. Dixon. That is all we had access to. 

Senator Hruska. There are more than the two categories referred 
to in the opening statement. I was kind of mystified by some of the 
material being taken away, the rest being taken with him, thrown 
away, and the rest being taken with him, and we still have some left 
over here. 

Mr. Drxon. Senator Hruska, early in these hearings it was recounted 
that we had served subpenas on Dr. Welch personally for records 
separate and apart from his Government employ. We also served a 
subpena upon MD Publications and Medical Encyclopedia, Inc., with 
the expectation that the requirements of the subpena would be met. 
It was made perfectly plain that if there were such documents as 
these, that they would be returned from the subpena. We did not 








12206 ADMINISTERED PRICES 


get these documents when that subpena return was made to us by 
counsel for Dr. Welch. Then, when we went to the Food and Drug 
Administration, as a result of Chairman Kefauver’s request upon 
Dr. Flemming, and the staff arrangements were made, it was dis- 
closed that there were some records in Dr. Welch’s office, separate and 
apart from his official Government records, in a carton or box. A 
request was made, as Dr. Blair has outlined here, to Mr. Larrick’s 
office for examination. What was left there, according to Mr. Boeck- 
man, was in this cardboard box; Dr. Welch had previously been down 
there and had thrown some away and took the remainder with him. 
We made this examination and made this selection from this material 
that was left and that was made available to us. 

These exhibits are offered to illustrate, as I started to say, the solici- 
tation of, you might say, sales by Dr. Welch to certain of these drug 
companies. 

Mr. Larrick. I would like to make it clear that I have no personal 
knowledge of the destruction of any files. All I know is that. we did 
find this box, and only with respect to the remaining letters did I have 
any familiarity. 

Senator Carrot. I think the record is clear on that, Mr. Larrick. 
For that reason, if there is no objection, we will permit this memo- 
randum to go in the record. It is a memorandum from George FE. 
Clifford, who is an attorney 

Mr. Drxon. On our staff. 

Senator Carrot. (continuing). Concerning an interview with Mr. 
Boeckman and Dr. William W. Wright. 

Mr. Larrick. Dr. Wright is in charge of research in the Division of 
Antibiotics of the Food and Drug Administration. 

Senator Carrotn. I think we have connected that up enough to 
have that gointotherecord. This is dated May 28, 1960. 

(Exhibit No, 255-A may be found on p. 12995.) 

Secretary FLemmine. Mr. Chairnfan, there is just one comment that 
T would like to make. 

Dr. Blair in giving the background on this referred to the fact that 
the files show that this Mr. Boeckman received compensation—I think 
_ said amounting to $75 a month—for services rendered to Dr. 

elch in his private capacity ? 

I think it is well understood that no Government employee has the 
right on Government time to perform work of a private character and 
receive compensation for it. Commissioner Larrick has ordered a 
thorough investigation of the facts surrounding this particular ac- 
tivity on the part of Mr. Boeckman, will make the results of the investi- 
gation, together with his own recommendations, available to my office, 
and this may very well be one of the items that I will ask our Special 
Investigative Unit to take a further look at. 

But I just want the record to show that we don’t get information of 
this kind and not do anything about it. Commissioner Larrick, on 
his own initiative, ordered this thorough investigation of the facts sur- 
rounding this compensation for nongovernmental work. With the 
work apparently being done, allegedly—I will put it that way—on 
Government time. 

Senator Carroti. Would you not agree, Mr. Secretary, not only the 
point you make—that they must not work on governmental time—but 
in this type of activity, they must not work at all at any time? 
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Secretary Ftemmine. There is no question about that. 

Senator Carroiu. Yes. 

Secretary Firemmine. I think I made myself clear on that this 
morning. But I did want to make it clear that we were investigating 
this particular aspect of the matter. 

Senator Carroiu. Has it been brought to your attention that there 
are other employees who are receiving compensation ? 

Mr. Larrick. We have addressed a communication to every em- 
ployee in the Food and Drug Administration asking exactly that 

uestion. We have placed in the files of this committee the four or 
ra instances where either former or present employees did receive 
compensation from these publishers. 

Secretary Fiemme. Mr. Chairman, these situations will also be 
thoroughly investigated. 

Senator Carrotu. There are some statements here about compensa- 
tion—and I am going to pass on to Senator Hruska—but they are 
very small amounts, certainly not in anyway comparable to the 
Welch situation. 

This is why this morning I took some issue with you about the 
statement of principle. As a former district attorney many years ago, 
I had to handle a grand jury that was investigating bethery of a 
State legislator; and the question was: If you gave a bottle of liquor 
to a legislator, did you influence his vote? And I said to the grand 
jury, “I doubted that you would influence his vote, although you 
wouldn’t hurt your cause with him, if you gave him a bottle of 
whisky.” 

But it was discovered one of the legislators that received $2,400 
with the liquor. I said, “This is more than mere scratching and 
rubbing one’s back. This, in my opinion, was bribery.” 

In some of these small cases where you can see where scientists or 
doctors could be misled for some small amount, you wouldn’t really 
think—I, myself, don’t go quite as far as you do about the principle. 
I think it is wrong, because it opens the door; it makes them more 
callous to what may happen later. I suspect this is what happened 
to Dr. Welch. 

I think—and I certainly am not trying to defend his position— 
he may have started out in good faith and pretty soon he went the 
way of all flesh, as he began to get big money. This is not only be- 
cause of Dr. Welch, but I think your principle must be sustained. 

So that you have to shut the door on the small amounts. 

Secretary FLemmine. That is right. 

Senator Carroii, Because it will lead to other excesses. I don’t 
know that I ought to put this in the record at this time. I want 
Senator Hruska to see what he thinks about it, because they are very 
small amounts. I don’t want to throw the names of people around. 

Secretary FLtemminea. That is right. 

Senator Carrot. We are not here to injure people or their families 
or their reputations. Sometimes if they catch themselves in the 
wringer, they have to be wrung out, in the public interest. But I think 
that the case of Mr. Boeckman—and I don’t want to single him out, 
because his payment was not a great sum of money, but it ties in to 
Dr. Welch’s activity, and, therefore, I think throws a different light. 

Secretary FLemmina. Mr. Chairman, let me say this. 
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I, of course, am aware of these other situations, as is Commissioner 
Larrick, and I can assure the committee that we will thoroughly in- 
vestigate each one of those situations, will make the results of our 
investigation available to the committee, and the committee can then 
determine whether or not any one of those particular matters should 
be pursued any further, because, like you, I don’t think that we should 
unnecessarily reflect on individuals that may have gotten into this in 
a perfectly valid 

Senator Carroiu. Especially because through the years successive 
administrators, in effect, placed the stamp of approval on this situation. 

Secretary Ftemmine. That is right. 

Senator Carrot. And finally it got out of hand. 

Secretary Fremminea. That is right. The only reason I mentioned 
the fact that we were investigating the Boeckman case was because Dr. 
Blair had given the background on that particular exhibit, and it 
seemed necessary to identify him and his relationship to Dr. Welch. 

I just wanted to make it clear that with those kinds of facts staring 
us in the face, of course, we would investigate to determine what 
actions should be taken. 

Senator Hruska. Mr. Chairman, it is my understanding that it is 
a memo with reference to Mr. Boeckman that goes into the record at 
this point. 

There are others referred to here, but unless other indications make 
it necessary or desirable, they will not be offered at this time. 

Reading from the next-to-the-last paragraph of the memo on Mr. 
Boeckman, Mr. Secretary, the last sentence is this: 


All this work ceased on December 31, 1959. 


Can we conclude from that that any instances like that of Mr. 
Boeckman were embraced in that same order of yours, and applied to 
Dr. Welch, in which all this type of relationship would cease as of 
December 31, 1959? . 

Secretary Fiemmine. As far as the exact dates are concerned, I am 
not sure just how it was worked out in each instance. 

Boeckman’s, of course, ceased then because he was tied in with Dr. 
Welch, and Dr. Welch’s activities ceased as of —— 

Senator Hruska. It is that type of thing that I refer to when I 
say “all instances of this kind.” Any of the instances relating to Dr. 
Welch’s activities were embraced in that one order which applied to 
Dr. Welch as well? 

Secretary Fremmine. Right. 

Senator Carrotu. May I say, Mr. Secretary, I don’t want to mis- 
lead you when I talk about placing the stamp of approval on these 
small amounts. 

Secretary Fiemmina. No. 

Senator Carrot. I think we ought to examine the small amounts 
and see whether they related to Dr. Welch, whether he might be 
spreading largesse around to build a little dynasty within his own 
little empire. 

Secretary Fremmine. I agree with you. 

Senator Carroty. These are the sort of things—although it maybe 
$35 a month or $50 a month—which may seem small, but it might 
also be building the strength that you as the Secretary or the Com- 
missioner couldn’t penetrate. 
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Secretary Ftemminea. That is correct. 

Senator Carrotu. To find out what the situation is. 

Secretary Ftemmine. I agree with you. That is why we will have 
the Special Investigative Unit take a look at each one of them. 

Senator Carroti. Without objection, then, these letters will be of- 
fered in evidence for the record as exhibits. 

(Exhibits Nos. 256, 257, 257—A, and 258 may be found on p. 12997.) 

Mr. Drxon. There is one other document here, Mr. Chairman, that 
we have numbered in this group, just to show you the extent that 
Dr. Welch had been able to penetrate; this is the memorandum of 
September 19, 1956, from Dr. Welch to Mr. Larrick, with respect to 
the fourth antibiotics symposium, where he was requesting that you, 
Mr. Larrick, up through the Secretary’s Office, again get the Presi- 
dent to send a welcoming telegram to this body. 

I noted in going through the approvals of the various yearly sym- 
posia that this had occurred year by year. 

I believe I also am correct in understanding that Dr. Welch re- 
tained copyright privileges to anything that was printed in that 
symposium, so he had copyright privileges over the message of the 
President. 

Mr. Larrick. I hadn’t thought of it that way. 

Senator Carroiy. What would be the purpose of that exhibit? 

Mr. Drxon. It is just a memorandum to Mr. Larrick discussing 
the symposium and this is the last paragraph: 

You have agreed to open the symposium with a few brief remarks on Wednes- 
day morning, October 17, at 9 a.m. For the past 2 years the President has 
been kind enough to send a message to the symposium. If you think it is 
appropriate, would you be willing to make a request through the Secretary that 
a similar message be sent this year? Each year the industry has commented 
on these messages from the President and, frankly, it does help the prestige 
of the symposium and invariably makes an excellent impression on the foreign 
guests. I am attaching a proposed letter to the White House for the Secre- 
tary’s signature. 

The attachment is included. 

I have looked at these various letters that were sent, and seemed 
to be a yearly, routine matter. But from the background of this 
situation I know that Dr. Welch had these symposium proceedings 
printed in the Antibiotics Annual and retained copyright privileges; 
reprints were sold, on which he was half owner. 

Secretary Fremmina. Mr. Chairman, in connection with the coun- 
sel’s reference to the fact that possibly he had a copyright on the 
message of the President, for 5 years I worked for the old United 
States Daily, and in connection with that we used to ea articles 
written by public officials and speeches written by public officials, and 
we were always told that a public official could not copyright his 
material. 

Of course, I appreciate that there has been a more recent case 
which has raised some question about that in the public mind. But 
I doubt if he could maintain his copyright over the President’s 
message. 

I don’t want that to be interpreted that I think the procedure that 
went on there was a sound procedure, by any means. It was anything 
but sound. 
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Senator Carron. If I understand this, this is Dr. Welch using 
these various devices to add strength to his position. I don’t think 
we ought to throw the President’s message into this. He is in enough 
trouble now. The Secretary of HEW is in a little bit of trouble. I 
don’t think this is pertinent. We have the Welch letters. I am not 

oing to insist on it. I don’t know how Senator Hruska feels, but I 
don't see that it adds to the record in this case. 

Senator Hruska. My only observation is that any trouble that 
anyone dreams that the President is in, is trouble that he can well and 
competently cope with. 

There will be no apologies from anybody, including members of 
this committee. 

Senator Carrot. Do you want the message to go in, then? 

Senator Hruska. I have no objection either way, except I would 
suggest that in the light of the Steneldiegte explanation about non- 
copyrightable qualities of public officials’ statement, that maybe the 
concdasioti—-bll, it will speak for itself. I think the conclusion is 
warranted. It had always been my statement that public statements 
are not officially copyrighted. They were made for the public and 
belong to the edlitia. 

_ Senator Carroit. Without objection, then; let’s go to the next 
issue. 

(Exhibits 259 and 259A may be found on p. 13004.) 

Mr. Drxon. The next exhibit has to do with scientists who spoke 
at the symposium and the selection of various topics and the advance 
notice that was given to certain companies of the topics that would be 
discussed. ‘They speak for themselves, Mr. Chairman. 

Senator Carrot. Without objection, they will go in the record. 

(Exhibits Nos. 260, 261, 262, and 263 may be found beginning on 
p. 13006.) 

Mr. Dixon. This material—264—A and B, for instance—has to do 
with a case where Dr. Welch had thanged the manuscript that had 
been submitted for publication. The scientist’s name is Ernest 
Jawetz, who, we understand, is one of the world-famous authorities 
in the antibiotics area. He had submitted an article which Dr. Welch 
had seen fit to change. Dr. Jawetz was taking issue with this in pro- 
testing for this change. 

For instance, I read to you the second paragraph of this exhibit 


I regret that I did not have the opportunity of checking with you the contents 
of the foreword. In it there are several regrettable misstatements which un- 
doubtedly will be quoted by reviewers, who read forewords. 

3. I am quite unhappy about your repeated reference to Pfizer products— 
these were not in my manuscript. One of them is stated as an editor’s note, 
but they give the impression that the book is written for the benefit of Charles 
Pfizer & Co., rather than for physicians. 

And Dr. Welch had replied to him on that. 

Senator Carrotn. Any objection to this going in the record? 

Senator Hruska. No. 

Senator Carrouu. It will be admitted. 

(Exhibit 264 may be found on p. 13025.) 
Senator Hruska. Will Dr. Welch’s reply be included, also? 
Mr. Drxon. Yes, Senator. 
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The next series of documents, Mr. Chairman, have to do with 
criticisms from doctors to Dr. Welch about the quality of the Anti- 
biotics Annual. 

For instance, here is one from Dr. William P. Boger, of Wayne, 
Pa., dated January 23, 1957. This is handwritten. I will read just 
this part of it: 

I have to admit, Henry, I’ve tried to stimulate some papers in a number of 
directions but the reaction has been very mixed. There is no question that 
some of the critical younger meu would like to see the “elder statesmen” repre- 
sented more frequently. I've been asked.and I can’t answer too effectively. 
Sometimes I have the feeling that maybe there really isn’t very much that’s 
red hot going on anywhere. If this is so it is one thing; but if it is not the 
case, where are the good, big papers going? 

And he continues. 

Two other exhibits are grouped in this classification, Mr. Chairman. 
I don’t think we should burden the record with more. 

(Exhibits Nos, 265 and 266 may be found on p. 13029.) 

Here is exhibit 267 from Dr. Welch to Dr. Mitchell of the Colorado 
Foundation for Research in Tuberculosis, dated June 18, 1957. 

Senator Carro.u. There is a very important vote to cast in a very 
few minutes. We will admit all of this into the record without 
objection. 

Senator Hruska. Will that include, Mr. Chairman, the reply of Dr. 
Welch to Dr. Boger ? 

Senator Carrot. Yes; that will be included in the record. 

(The additional exhibits, Nos. 265, 266, 267, 268, and 269, may be 
found beginning on p. 13029.) 

Senator Carroti. May I say quickly, Mr. Secretary, you have Cabi- 
net status and you have a long record of distinguished service in the 
caer think as I recall Roger Jones—is he with civil service 
today 

Secretary Ftemmine. Yes. He is the Chairman of the Civil Service 
Commission. 

Senator Carroti. I am hopeful that in a Cabinet session we can 
somehow emphasize to the executive branch—and I am not talking 
partisan politics—the necessity of moving in this field of administra- 
tive law. The American Bar Association has been working on this 
problem for several years. They have recommended the setting up 
of sort of an administrative office that would be supervisory in nature 
but also would have investigative units. Maybe this isn’t necessary. 
Maybe this should be done with another agency. But my subcom- 
mittee will be holding hearings Wednesday morning to determine 
whether or not we will set up criminal penalties for what we call 
ex parte hearings. 

I think all of us, Democrats and Republicans, in the public interest 
have to look to the point where we begin to look into these matters that 
have sometimes lain dormant for years. Maybe it is our prosperity. 
Maybe we have been living off of our fat too much. I am not going 
to lecture you because I think you know far more about Government 
than Ido. I know of your high principles and your high dedication 
and I approve 100 percent of the actions that you have taken. 

Secretary Fiemmine. Thank you, sir. 
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Senator Carrot. Is there any other observation you or Mr. Larrick 
would like to make before Senator Hruska and I leave for this rollcall ? 

Secretary Fiemmine. Mr. Chairman, I would simply say that I 
agree with you that the problem that you have identified is one of the 
really difficult problems confronting our Government at the present 
time. 

As you know, I have served on both of the Hoover Commissions, 
and we tried to go into the matter and make recommendations. It 
isn’t an easy problem, by any means. But I think the only way to get 
at it effectively is to come to grips with the specific situation, just as 
this committee has been doing and just as we have endeavored to do, 
and do our best to set the kind of standards that people of the Nation 
can have confidence in. 

Senator Carroti. Some of us feel, Mr. Secretary, that in these key 
top positions, especially where we have the professional group that 
is necessary, in the Food and Drug Administration, we ought to pro- 
vide higher salaries for greater incentive. 

This is true in the regulatory bodies. Some of us feel that there 
has got to be a great change because the key to all this is not in proce- 
dures but in the type of personnel that are appointed and their dedi- 
cation to the public service. 

Secretary Fremmine. Right. 

Senator Carroti. Has Senator Hruska any other observations? 

Senator Hruska. What is the program of the subcommittee, Mr. 
Chairman ? 

Senator Carrors.. Here are two tables that without objection will 
go into the record. 

(Exhibits Nos. 270 and 271 may be found on pp. 13054-13055.) 

Senator Carrotu. We will stand in recess, subject to the further call 
of the Chair, unless the Senator from Nebraska has some observation 
himself. 

Senator Hruska. You mean we Will not meet any more today ? 

Senator Carro.u. No, this will be it. 

x Mr. Larrick. Am I privileged to leave town? Ihave got a trip to 
exas. 

Senator Carrott. We will stand in recess, and you will be given 
ample notice if you are to reappear. 

s there any further observation by either the Secretary or the 
Commissioner ? 

Mr. Larrick. Thank you very much for having us here. 
Learns Carrott. We stand in recess subject to the call of the 

air. 

(Whereupon, at 3:05 p.m., the hearing was recessed subject to call 
of the Chair.) 

(Documents relating to Dr. Welch and subsequently secured from 
the files of Dr. Lawrence Putnam may be found beginning on p. 
13138.) 








